obligations should continue while the product is available in the supply chain (section 123)
also to include:
o Full details of the manufacturer’s instructions for use, care, cleaning processes and
products, sterilisation etc.
o With products that are validated and available in NZ (manufacturers validated
alternative must be specified).
o Device unique identifier labelling – that each item within the outer pack also has the
unique identifying code on the packaging. (there are still some products that do not
display this).
•

Section 209 (p. 47): Southern Cross would be interested in understanding how the level of
fees charged to the private sector will be determined.

•

Section 239 (p. 55): It would be helpful to understand what these other scenarios might be by
providing some examples.

•

Section 250 (p. 57, 58): Careful consideration should be given to the fee structure to ensure
affordability within the sector.
Southern Cross would be interested in knowing what outcome is desired by encouraging
sponsors of unapproved drugs to seek approval for those products.

•

Section 251 (p. 58): It would be helpful to understand if affordability could be included in
‘other criteria’, as this is an important consideration for product sustainability.

•

Chapter C1 (p. 54): Southern Cross would like to know if this will align or be complementary
to a review of the Misuse of Drugs Act.

•

Section 268 (p. 61): Southern Cross would like to know what specified medicines the
scheme might enable for wider access, such as intravenous cancer drugs.
Regarding the sentence ‘… including any requirements such as the maximum amount to be
supplied’ — location requirements could also be used as an example as well (as per previous
feedback on sections 63-76).

•

Sections 276 and 277 (p. 63): Southern Cross strongly supports these sections as they
would foster transparency.

•

Question C4 (p. 63): To ensure timely early warning of adverse events and quality issues,
there needs to be strong linkages with other agencies, such as the Ministry of Health,
Accident Compensation Corporation, Coronial services, WorkSafe and professional bodies
(e.g. Royal Australasian College of Surgeons).

•

Question C7 (p. 71): Southern Cross supports the approach to regulating cells and tissues,
as it distinguishes the criteria between cells and tissues and the approval processes.

•

Question C11 (p. 79): Yes, products with similar features should be regulated. Consumers
undergoing any therapeutic treatment should have the same assurances of the quality,
efficacy and safety. For example, dental and cosmetic products.

•

Section 408 (p. 88): Southern Cross would be interested to know what particular implications
this licence might have for the private sector.

•

Section 409 (p. 88): It would be helpful to understand what these regulations and rules might
be.

•

Section 410 (p. 89): Southern Cross suggests adding “but does not mandate” after
“authorises”. Southern Cross would also suggest amending the example to “the types of
products, and to whom”.

•

Section 449d. (p. 97): This could be amended to consider the private sector, particularly
regarding “commissioning to ensure services are available to meet the needs of the local
community and address inequities”.

•

Sections 451-454 (p. 97-98): Southern Cross would like to clarify if this would cover
intravenous drugs, particularly those for cancer.

•

Section 458-460 (p. 99): Southern Cross notes the example of a mobile pharmacy and would
like to know if a mobile clinic administering cancer drugs intravenously could be used as
another example.

•

Sections 457, 463 and 464 (p. 98, 99, 100): Southern Cross supports these sections as they
relate to sections 63-76 (refer to previous point above).

•

Question C38 (p. 111): Yes, it would be beneficial for rural New Zealanders who cannot
easily access care to receive treatment as a result of permits authorising pharmacy activities.

•

Section 538 (p. 113): Southern Cross believes this should be extended to include
intravenous drugs. Southern Cross would welcome involvement in the consultation of
developing the regulations.

•

Section 625 (p. 132): As noted previously on sections 63-76, Southern Cross supports this
Bill in its intention to create greater flexibility in the way pharmacy activities are provided.

1.2 Bill feedback
•

Clauses 63 and 64 (page 50, 51): Southern Cross would like to know if these clauses would
extend to the private sector if they are administered in the public setting, particularly 64(1)b(ii)
and 64(1)d.

•

Clause 175 (p. 97): Southern Cross suggests that a manager of a healthcare funder with
whom a contract is held should be considered as another potential notifiable person.

2.0 About Southern Cross
Southern Cross is a group of businesses focused on the health and wellbeing of New Zealanders.
Our range of services, not-for-profit ethos, size and experience enable the best possible value for the
million-or-so New Zealanders who interact with us as members, patients and customers each year.
Southern Cross first opened for business in 1961, introducing health insurance to New Zealanders
and laying the foundations for one of the country’s most enduring, best known and trusted brands.
Southern Cross’ founders strongly believed New Zealanders should have on-going access to private

healthcare options. Today, Southern Cross is a cornerstone of the non-Government healthcare
system, focused on advancing the health and wellbeing of New Zealanders.
Southern Cross Medical Care Society is New Zealand's leading health insurance business, with
more than 867,000 members: around 1 in 5 Kiwis. This includes more than 3,900 employer-based
group schemes. More than 90 of the top 100 businesses and nearly 80% of all businesses with more
than 100 staff partner with SCHS in supporting employee health insurance schemes.
It is a not-for-profit Friendly Society: the Society has no shareholders; all money paid to the Society in
premiums is used for the benefit of members. In the last financial year (to 30 June 2018) for every $1
in premiums the Society received the Society paid 92c in claims to its members. Any financial
surpluses – after paying claims and overheads - are used to reduce future premiums, enhance
benefits or bolster reserves.
Southern Cross Hospitals’ national network of 10 wholly-owned and 10 joint venture medical
facilities provide access to quality healthcare for over 78,000 patients annually. That includes publiclyfunded patients receiving services under contract for DHBs and the ACC as well as a significant
number of charitable surgeries. More than 1,000 surgeons and anaesthetists are credentialed to
practice within Southern Cross Hospitals facilities.
Several of the larger hospitals have been developed into health campuses, with on-site consulting
rooms, imaging, ICU and other higher level care facilities. Any surpluses generated are reinvested in
updating facilities, new medical technology, nurse education and quality based initiatives.
3.0 In conclusion
Southern Cross Medical Care Society and Southern Cross Hospitals support the Therapeutic
Products Bill subject to the submission and recommendations set out here.
4.0 Further information
For any additional information please contact:
Joanne Mahon
Chief Communications & Brand Officer
Southern Cross Healthcare Group

Submission for Therapeutic Products Regulatory Scheme consultation
April 2019

The following submission relates to those sections (in particular C52 and 53) of the
therapeutic products bill dealing with the issue of Direct to Consumer Advertising of
prescription medicines (DTCA). This is an area of advocacy that senior academics from all
of the Departments of General Practice and Primary Care in New Zealand have been involved
with for close to two decades,
The following eight Professors of General Practice wish to record their strong support
for a ban of DTCA in New Zealand
Les Toop* and Dee Mangin*.

University of Otago, Christchurch

Murray Tilyard* and Tim Stokes.

University of Otago, Dunedin

Tony Dowell* and Lynn McBain

University of Otago, Wellington

Brice Arroll* and Felicity Goodyear Smith. University of Auckland
* Co authors of previous reports and submissions on this topic

Introduction
Senior academics and leaders from all four Departments of General Practice in New Zealand,
along with all other health groups and many national consumer groups, strongly oppose the
continuation of the advertising of prescription medicines directly to the public, hereinafter
referred to as DTCA. We believe a ban is not only justified and necessary, it is in keeping
with the risk based approach underpinning this proposed new legislation. Such a ban is long
overdue. This is our third submission on DTCA, the first some 16 years ago. We note that
DTCA in New Zealand exists because of historic and ongoing regulatory failure dating as far
back as the 1980s. Unlike other countries, regulators and politicians in New Zealand failed to
respond to the pharmaceutical industry decision to advertise prescription medicines to
patients directly via mainstream media. Thus permission to “allow” DTCA was never a
positive and measured policy choice, simply an unwillingness or perceived inability to
prevent it. All other countries outside the US enacted legislation and or regulation to prohibit
DTCA. There have been many unsuccessful attempts by industry to overturn bans elsewhere,
notably in the European Union and in Canada. The burden of proof to provide compelling
evidence of net benefit from DTCA has not been met in any jurisdiction and bans remain in
place.

A systematic review by Gilbody et al. published by the BMJ in 2004 concluded:
“The onus is on those who might support DTCA to produce evidence of benefit and, in the
absence of this evidence; we must assume that the likely disbenefits (clinical and economic)
outweigh the as yet unproven benefits. This opinion was reflected by Mintzes and
colleagues19 when they examined this issue for the benefit of the Canadian healthcare system.
They concluded that: “We could find no evidence of improved drug utilization, improved
doctor/patient relations, or reductions in hospitalization rates, serious morbidity or mortality
attributable to DTCA. The aim of the prohibition of prescription drug advertising in Canada
is health protection. Any legislative change that would weaken the current restrictions on
such advertising should be based on strong evidence that concerns about potential harm are
unfounded, and—ideally—evidence of health benefits. On the contrary, we found a
considerable body of evidence suggesting that such concerns are warranted, and no evidence
that DTCA is likely to improve the health.”
These are also the conclusions that can be drawn from the first systematic empirical
overview of this topic.” https://qualitysafety.bmj.com/content/14/4/246

In New Zealand, despite permitting DTCA simply through regulatory inaction, perception of
the burden of proof seems to have been reversed (driven largely by industry lobbying), to one
requiring the provision of compelling evidence of net harm from DTCA to change the
status quo. This provides an interesting contrast to the evidence required to gain approval to
introduce a new prescription medicine to New Zealand which requires a high threshold of
robust evidence of benefit, not simply that it has an acceptable level of harm. We believe the
evidence provided in support of the case for a ban was compellingly made in 2003 and in
2006, reinforced by the systematic reviews quoted above. Indeed, the evidence and
community support assembled and presented to Minister King in 2003 was sufficient to
persuade the then Labour government to adopt a policy seeking to ban DTCA (see below).
Disappointingly, despite numerous rounds of public consultation spaced over decades
resulting in ever stronger indications of opposition, both from consumers and health
professional groups, together with even clearer and stronger evidence of misleading
advertising leading to harm, there has not yet been sufficient cross party political will to
effect the necessary legislation to ban DTCA. Neither has there been tangible support to put
in place appropriate independent consumer health information. We believe this reflects
success by the lobbyists for those sectors with obvious and clear vested commercial interests
and a failure of political leadership by successive governments over more than three decades
to protect the health of New Zealanders by bringing our laws and regulations in line with the
rest of the world.
This submission should be read in conjunction with our 2006 submission from the joint
Departments of General Practice (attached). This was the last time the MOH formally sought
public submissions on DTCA. Our 2006 submission summarised the evidence to support a
ban and included rebuttals to the criticisms by industry to the evidence for a ban we
assembled for the 2003 “For health or for profit” report to Minister King. (Truncated version
included in the attached 2006 submission). We note that that the MOH summary of the 2006
round of public consultation found opinions were consistent with previous consultations in

clearly showing that a majority (two thirds) of submitters were opposed to DTCA. Two thirds
of those in favour of continuation had clear vested pecuniary interests. The support for a ban
came from both consumer groups and almost all health professional groups. As above, we
also note that the last Labour government’s stated policy was to ban DTCA, but it did not
have sufficient coalition or cross party political support for the proposed Trans Tasman
Harmonisation of regulations which was to be the vehicle for a ban.
https://www.parliament.nz/en/pb/hansarddebates/rhr/document/48HansD 20061212 00000808/therapeutic-products-andmedicines-bill-first-reading
The events leading up to adopting this policy position and the subsequent inability to enact a
ban are summarised in a paper published in the BMJ warning Europe of the dangers of
DTCA based on the New Zealand experience.
https://www.bmj.com/content/335/7622/694.long.
Thankfully this and other warnings were heeded. A ban remains in place in Europe where the
position is very clearly set out as follows
Article 88 1. (of DIRECTIVE 2001/83/EC) “Member States shall prohibit the advertising to
the general public of medicinal products which: (a) are available on medical prescription
only, in accordance with Title VI;”
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L008320121116&qid=1472567249742&from=EN
The sam eapplies in all other countries similar to New Zealand. The notable exception is
the US. As an indicator of its effectiveness, expenditure on DTCA in the US has steadily
increased, doubling in recent years. It is now reported as being more than $NZ 10 billion per
year. This growth is perhaps not surprising given a reported return on investment (ROI) as
high as 5 to 1 using some DTC platforms. Despite growth in digital media, TV advertising
remains by far the most common media for DTCA, both in New Zealand and in the US. More
recently DTCA has targeted high cost medicines using emotive language and imagery. Very
high cost immunological and cancer drugs are now being advertised along with a new trend
in both countries to target common, branded drugs which are about to come off patent i.e.
when much cheaper but biologically equivalent generics become available. A recent New
Zealand example is Effexor® (branded version of Venlafaxine} which is now off patent. It
has been extensively advertised, encouraging patients to ask their doctors to continue
prescribing the branded version. In America, saturation coverage on TV has led to the point
where it has been calculated “The average American TV viewer watches as many as nine
drug ads a day, totalling 16 hours per year, which far exceeds the amount of time the average
individual spends with a primary care physician”.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3278148/

Unsurprisingly, given the known harms and effect on drug costs, the American Medical
Association has called repeatedly for a ban on DTCA. https://www.ama-assn.org/presscenter/press-releases/ama-calls-ban-dtc-ads-prescription-drugs-and-medical-devices
Ongoing harm from misleading advertisements
Since the last round of consultation in 2006, further published evidence and examples
confirm the public and patient harm caused by DTCA, the inability of the Us authorities to
centrally regulate these negative effects, the failure of the NZ self regulatory system and very
recently new local published work from researchers in Dunedin pointing to the
disproportionate negative consequences of DTCA on our most disadvantaged. DTCA is
undoubtedly an equity issue.
Example: Sibutramine (Reductil®)
In our 2003 report to Minister King, we highlighted several examples of high profile yet
misleading DTC advertisements where evidence of potential for sometimes deadly harm was
known to the manufacturers. This information was not communicated in promotional and
marketing material to either the public or to prescribers. Sibutramine (Reductil®) originally
developed as an antidepressant, repurposed as a weight loss product, was one such example.
By 2003 it had already been withdrawn in one country (Italy) on safety grounds.
https://www.ema.europa.eu/en/medicines/human/referrals/sibutramine-0 . Despite this and
ongoing concerns in the pharmaco-vigilance literature, Reductil® continued to be heavily
promoted to the New Zealand public in magazines, on TV, on bus shelters and on the back of
buses etc. Of note, each and every (misleading) advertisement had been through the
Therapeutic Advertising Pre-vetting Service (TAPS) which is run by the Association of New
Zealand Advertisers (ANZA).
In our 2006 submission, we again highlighted the potential harms and dangers of advertising
Reductil®:
“There are a number of medicines currently advertised which similarly have safety
concerns which would caution against widespread use. The Associate Director of the
FDAs Office of Drug Safety has commented that sibutramine (advertised DTC in
New Zealand as Reductil®) is one of five drugs currently on the market that may be
endangering patients. Salmeterol, currently advertised DTC as Serevent® is also on
that list. Sibutramine is a type of antidepressant being marketed DTC for weight loss
in New Zealand. There are reports of bruising which indicate there may be a bleeding
problem (known already to occur in the related SSRI group of antidepressants).15
There are also concerns about potential cardiovascular adverse events which we
described in our report. Since then further evidence from New Zealand has emerged
about the safety of Reductil®. There are concerns about the development of cardiac
arrhythmias associated with prolonged Q-T interval – case reports include a 40 year
old New Zealand woman who had a cardiac arrest as a result, after taking Reductil®
for 25 days.16 These concerns are not made apparent to consumers in the
advertisements.”

Sibutramine continued to be advertised to the public until its eventual removal from the
market worldwide in 2010 following the publication of yet more and by this time irrefutable
evidence of drug related deaths. A summary of the story and the warnings that should have
been heeded and lessons that should be learned (but haven’t as yet) can be read here
https://www.bmj.com/content/340/bmj.c824

Example Rofecoxib (Vioxx®)
Similarly, we highlighted in 2003 the cardiovascular dangers of Rofecoxib, (Vioxx®) which
was being heavily promoted in New Zealand principally via TV advertisements (all TAPS
pre approved), targeted very specifically at the elderly with long term osteoarthritis, the very
group most at risk of the known cardiovascular harms. Our warnings provoked a vigorous
defence from the makers which we rebutted in our 2003 midyear update. Vioxx® was
removed from the market by the manufacturer worldwide in late 2004, after finally
acknowledging Vioxx had caused multiple premature deaths from cardiovascular adverse
effects. An FDA official calculated 60,000 people died prematurely as a result of taking
Vioxx, one of the most directly advertised medicines of its time.
In our the 2006 submission we included evidence of the likely harm caused to New
Zealanders from Vioxx (Refer to the attached 2006 submission for reference details),
“The COX 2 inhibitors (Vioxx®and Celebrex®) are the best example of harm resulting from
DTCA in NZ in recent years. There is no evidence to suggest that these drugs offer
advantages over traditional alternatives in the general population. Following extensive and
misleading DTC advertising approximately 59,000 New Zealand patients were prescribed
these agents in one year alone.9 This number is unprecedented for non subsidised
prescription medicines tracked by the New Zealand Intensive Medicines Monitoring
Programme IMMP. The IMMP is acknowledged as one of the best models for
pharmacovigilance in the world. The New Zealand IMMP data clearly shows patients
were harmed. From these 59, 000 patients prescribed COX 2 inhibitors in 2001, there
were 144 cardiovascular thromboembolic events and 102 of these were myocardial
events.9 Studies have shown a two fold increase in risk of thrombotic cardiovascular
events on these medicines10 and a two to five fold increase of myocardial thrombotic
events11 – the relative increases depend on the control groups and drug doses used –
some studies are placebo controlled and some use another NSAID as a comparator.
Higher doses often carry higher risk.11 The IMMP study showed no significant
difference in rates between Celebrex® and Vioxx®. These data can be used to give a
rough range estimating the excess cardiovascular thrombotic events in the New
Zealand population which occurred as a direct result of taking these medicines. For
cardiovascular thrombotic events this equates to around 72 patients, and for
myocardial events this is between 51 and 82 patients. In the IMMP data, over half of
these patients died as a result of their thrombotic event. These figures are likely to be
an underestimate of the true situation because not all adverse events will have been
reported, and because complete follow-up data for this analysis was only available for
approximately 11 000 of the 59 000 patients. This excess morbidity and mortality was
what would be expected given what was known about the increased cardiovascular
risks at the time (as noted in our 2003 report and by many others) yet these drugs

were still being advertised DTC during this period until finally and belatedly the
increased risks were accepted by the companies and the regulatory authorities.12”

Rosiglitazone, a further example, was one of a long line of diabetes drugs subsequently found
to be more harmful than beneficial. It was also highlighted in our 2003 report as being
dangerous and largely ineffective, yet it was heavily advertised directly to the public. It took
until 2011 for it to be withdrawn from the NZ market. A summary of the sad story is
available here https://www.bmj.com/content/341/bmj.c4848
In the US there are many more examples of drugs that were advertised directly to the pubic
when safety issues were known and suppressed by the manufacturers and advertisers,
resulting in many preventable deaths. A number of these are detailed in our 2003 and 2006
report and submission.
Inability to regulate DTCA either centrally or by so called “self regulation’
It is well recognised that the primary purpose of advertising is to influence, not to inform.
The primary goal of advertising is to increase sales of, and profit from, a particular named or
branded product. With DTC advertising of prescription medicines, using the marketers own
words, the method involves “driving patients to prescribers” to request specific brand named
medicines. Studies in both the US and New Zealand (summarised in our previous
submissions) clearly show that prescribers yield to the pressures of requests from patients for
specific brand name drugs, even if the medicines requested would not be their recommended
choice for other patients presenting with similar symptoms.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4031617/). Such an interaction often results
in a bad outcome for both parties.
As with all advertising, the tools used by marketers include overstating benefit, minimising or
omitting details of potential harms (even when these risks are known) and using emotive and
emotional levers. DTCA is no different and the temptation to employ these effective
methods of persuasion has been and remains irresistible, they are commonplace.
There are many examples of failed attempts to prevent or to remove misleading
advertisements of prescription medicines to the public by the Food and Drug Administration
(FDA) in the US. Evidence of the inability of the FDA to regulate this type of advertising has
been well summarised by Canadian academic Dr Joel Lexchin who we believe has made a
separate submission to this review. An upcoming editorial in the NZMJ (in Press) by Lexchin
and Menkes clearly sets out this evidence demonstrating the inability to centrally regulate
DTCA. The insoluble problem with central regulation lies in the sheer number of DTC
advertisements and the length of time required to assess each for the factual and scientific
accuracy underlying the therapeutic claims of benefit. Checking the completeness and
balance of necessary information of both benefits and harms in both the content and manner
in which an advertisement has been presented is similarly extremely time consuming. The
size of the task is beyond the capacity of central regulators in the US. Such checking is not
even attempted in New Zealand’s self regulatory pre-vetting system (see below for details).

When complaints are made, often by a competitor or member of the public, it can take weeks
or months for a (central or self) regulator to trawl though and critically appraise the relevant
published and sometimes unpublished evidence, followed by what can be a protracted
hearing by the agency before a determination on compliance vs. breach can be made. This
level of scrutiny is simply not feasible or affordable as a means of central pre-vetting all or
even a small sample of the large number of advertisements. The FDA is widely recognised as
having failed comprehensively in this regulatory task. As a result, companies constantly test
the boundaries of the rules and regulations. Judging by some of the fines, they frequently
cross those boundaries, recognising and accepting that even if eventually found in breach and
sanctioned, the advertisement will have long ago achieved its aims of boosting sales. Any
fines (even if substantial) can be readily accepted and absorbed as the cost of doing business,
remembering sales of popular advertised drugs are often measured in billions of US dollars.
In many instances, sanctions against companies for misleading marketing that has lead to
widespread serious harm have been and are settled out of court for large sums with no
admission of having done wrong.
TAPS, the pre-vetting service in New Zealand was set up in 1999. It is neither designed nor
equipped to assess the rigour, completeness or balance of evidence in advertisements.
Approval involves little more than application of a simple checklist of administrative items
that can be achieved very quickly and at “minimum cost” according to the ANZA website:
https://www.anza.co.nz/Category?Action=View&Category_id=369.
Information on harms is almost completely absent from New Zealand adverts. Instead an
omnibus cop out is used consisting of the sentence “ask your doctor if “brand name X” is
right for you”. This is an approach which appears at odds with one of the ANZA stated aims:
“to ensure the consumer is fully informed and protected”. The oft quoted defence that a
drug has been approved by medsafe and is thus guaranteed to be safe (in all conditions and
for all patients) is patently absurd.
The ANZA website suggests that they employ one national adjudicator (with pharmaceutical
marketing experience) and one alternate. Presumably to cope with the volume, the ANZA
also allows for approval under delegated authority from other registered authorizers in the
advertising industry “in house”. This must raise questions about repeated claims of
independence.
“With advertisements that are uncontentious, a registered Delegated Authority (DA) can
authorize approvals in-house. The primary advantages of this are speed of decision-making
and reduced compliance costs.”
The disclaimer also begs the question of what responsibility is ANZA taking by granting
TAPS approval?
“ANZA and the Adjudicator do not accept liability for any loss of any nature howsoever
arising out of or consequent upon the pre-vetting of any advertisement under the TAPS
system. It remains at all times the sole responsibility of the advertiser and its advertising
agency to ensure that the advertisement complies in all respects with all relevant codes and
regulations.”

Equity
As we highlighted in our 2003 report, we believe evidence supports the view that DTCA
disproportionately affects the disadvantaged.
In the last twelve months, this view has been reinforced by the results of the work of
researchers based in Dunedin who have been examining behavioural responses to DTCA in
New Zealand.
The first paper describes self reported behaviour in response to DTCA and the predictors of
that response https://onlinelibrary.wiley.com/doi/full/10.1111/1753-6405.12883
They concluded:
“Taken together, the findings suggest individuals, especially those who are ‘at-risk’ (ie, with
poorer self-reported health status, older, less educated, lower income and ethnic minorities),
may be more vulnerable to drug advertising and may make uninformed decisions
accordingly”
The second study, using the same data set, explored whether responses to medicine
advertising vary as a function of lifestyle behaviours, and also demographic and
socioeconomic factors. https://bmjopen.bmj.com/content/7/12/e017865
They concluded:
“The findings raise concerns regarding the misuse or overuse of medications for diseases
that may otherwise be improved by a healthier lifestyle.
Implications for public health: To improve public health and wellbeing of society, we call for
regulatory changes regarding advertising of medicines. Where applicable, lifestyle changes
should be advertised as potential substitutes for the advertised medicines. Interprofessional
collaboration is also recommended to educate individuals and convey the value of health
behaviour change”.
In summary
We believe growing evidence and widespread consumer and health professional opinion
together make a compelling case for a ban on DTCA of prescription medicines in New
Zealand. Further, we believe this view is shared by most academics and health system
leaders within this country and overseas. We believe our position is consistent with many
recent position statements from those national organisations involved in promoting quality in
health care. The views are also representative of the overwhelming majority of the general
practice community and with several national community groups and organisations. We
believe that many politicians in all major parties are supportive of a ban.
In particular, we emphasise that both the evidence and practicalities of timing and
resource, make it impossible to provide effective regulation (central or self) to counter

and prevent misleading direct to consumer advertising of prescription medicines. For this
reason alone New Zealand should adopt the internationally accepted position and introduce a
ban rather trying to implement stricter regulations which we believe will be costly and bound
to fail. Monies that might be wasted on ineffective attempts to regulate would be better
directed at the provision of independent consumer health information (ICHI) as set out and
recommended in our 2003 report and discussed at the first national IHCI conference held in
Christchurch some 15 years ago.
We urge policy makers and politicians to listen to the health community and to those
consumer organisations that represent and protect the interests of the public as both
consumers and patients.
New Zealand has a proud history of innovation, of evidence informed health policy and of
leadership in health delivery. Standing alongside the US as one of only two countries
allowing DTCA to continue is none of those things. We believe it is both timely and
necessary for cross party political leadership and accord in adopting policy to effect a ban on
DTCA, preferably in favour of funding greater independent consumer health information
References are all hyperlinked throughout this document
April 2019

April 25, 2006
DTCA consultation
Sector Policy Directorate
Ministry of Health

Dear Sir
Re: submission on DTCA consultation from the Academic Departments of
General Practice and Primary Care throughout New Zealand
We enclose a submission made on behalf of the four Departments of General Practice
and Primary Care in New Zealand. Also enclosed a previous report and update from
2003 which we would like considered in this round of public consultation.
Direct to Consumer Advertising of Prescription Medicines is of considerable and
growing concern to prescribers in New Zealand. In making this submission we fully
support the cabinet decision to ban DTCA to bring us in line with Australia (and all
other countries outside of the United States). We also urge government to fund
appropriate independent consumer health information.

Signed

Les Toop, Dee Mangin, Tony Dowell, Murray Tilyard, Bruce Arroll
From the Four New Zealand Departments of General Practice and Primary care

Direct-to-Consumer Advertising of Prescription
Medicines in New Zealand
Submission from the four Departments of General
Practice and Primary Care at the Christchurch,
Wellington, Dunedin and Auckland Schools of Medicine

Les Toop
Dee Mangin
Tony Dowell
Murray Tilyard
Tony Fraser
Bruce Arroll
April 2006
To be read in conjunction with reports in February and June 2003
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Q1 Are you concerned about DTCA?
Academic General Practice, along with most other health professional groups is
extremely concerned about DTCA in New Zealand. In 2003, following a visit to the
Minister of Health, senior academics from all four Departments of General Practice
submitted a report providing the evidence for a ban on DTCA together with a call for
the provision of independent consumer health information.1 This report had open
support from academics in Public Health, Pharmacy and Clinical Pharmacology, from
the main health professional groups and many independent consumer organisations.
This report has been listed on the database co-ordinated by the WHO Department of
Essential Drugs & Medicines Policy as one of the “Top Eleven” publications on drug
promotion. As this document is referenced in the consultation document, we will not
revisit those arguments in detail but we append the report and the subsequent update
so the evidence and case studies supporting our views can be included in this round of
public consultation. Below we provide a brief statement on each of the arguments
canvassed in the discussion document and provide commentary on evidence available
since 2003 together with our assessment of the current situation.

Q2 What do these concerns relate to?
Our concerns relate to all four issues highlighted in the discussion document:
•
•
•
•
•

quality use of prescription medicines
the provision of consumer information to maximise public health and safety
practicable and cost-effective regulation
appropriate and proper standards for prescription medicine advertising
other issues? If so, what?

These will each be discussed in this submission. In addition to these points, we have
concerns about the effect DTCA has in redefining the public’s perceptions of health,
illness and the need for pharmaceutical intervention.
2.1 Quality use of prescription medicines
The Quality Use of Medicines (QUM) involves “giving the appropriate drug, to the
right patient, at the right time, by the safe and judicious use of high quality
medications”.
We believe that DTCA works against each of these basic QUM principles.
DTCA has the effect of turning patients into salespeople for particular branded
prescription medicines. In our experience, discussion and choice becomes driven by
the generally misleading and unbalanced messages from advertising for a single
product rather than by objective assessments of the advantages and disadvantages of
all treatment modalities. Where advertising images of a particular branded medicine
have created a strong positive impression of efficacy prior to consultation, it is much
less likely that non pharmacological options will be accepted, even though in many
instances these are preferable to largely ineffective medicines which expose the
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patient to additional and unnecessary risk of harm. The promotion of weight loss
drugs including Reductil®, which has been previously discussed, are examples.
A basic principle underlying QUM is the understanding that less is known about the
long term safety of new medicines than older treatments. The guiding principle is that
newer medicines should not be prescribed unless there is strong evidence of additional
benefit. DTCA actively works against this principle – it is designed to promote rapid
uptake of newer medicines over older treatments – often encouraging unnecessary
switching (for example the Flixotide® campaign in 2002).
2.2 The provision of consumer information to maximise public health and safety
We believe DTCA should be recognised for what it is: advertising designed to drive
sales and increase profits, rather than the provision of useful information, which is the
justification used by the advertising and marketing industries to ‘sell’ DTCA.
There are well accepted criteria which identify the requirements consumer health
information must fulfil in order to maximise public health and safety.2, 3 These are
described in detail in our original report and subsequent update (appended). Consumer
medicines information which is designed to inform choice is balanced, independent,
provides information on all the drug and non-drug options for treatment, as well as the
likely consequences of no treatment. Drug company advertising by its nature cannot
fulfil these criteria. More importantly, the effect of this advertising is not neutral; it
often has a negative effect. Firstly, it misinforms - overstating effectiveness and
minimizing risks.4 Secondly, it encourages medicine use in groups who have little to
gain. This is achieved by widening the indications for use to increase market size
(‘disease-mongering’). Thirdly, DTCA increases the risk for public harm by
generally promoting the use of new (on-patent) prescription medicines over older
medicines whose track record of efficacy and safety is established.
The effect is that of information asymmetry. Rather than ‘maximising public health,’
DTCA is of net harm in terms of provision of the kind of independent information
consumers need to make informed choices. Public health will be maximised if
awareness campaigns are driven by public health priorities rather than by the need to
sell newly patented medicines.
2.3 Practicable and cost effective regulation
The most practicable and least costly option for regulation is to ban DTCA.
Advertisers, drug companies, regulators and the public would then be absolutely clear
that it is not allowed. Pre-vetting, monitoring and regular complaints hearings would
not then be required.
The current system of self regulation is completely ineffective and its framework is
self defeating. Drug companies in many instances pre-approve their own ads.
Consumers are not in a position to make complaints as they do not have the
pharmacological expertise to know when the advertising claims are misleading or
unbalanced. No-one with technical expertise pre vets or monitors the scientific
validity of the claims made. There are no significant deterrent penalties and even
when a complaint is upheld there are no corrective statements to balance the
misinformation.
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The US FDA experience demonstrates that even a system with expensive, central
regulation cannot effectively regulate DTCA in a timely way, nor is it able to control
the negative effects of DTCA.4, 5
We believe that allowing DTCA to continue whilst putting in place costly and
ineffective regulatory systems represents a waste of taxpayer money. This could be
better spent on funding medicines and on providing balanced independent consumer
health information.
In summary, we believe DTCA cannot be regulated in a way that is either practicable
or cost effective.
2.4 Appropriate and proper standards for prescription medicines advertising
Standards, rules and codes of conduct are worthless without meaningful incentives to
comply and meaningful disincentives to prevent breaches. Neither exists in New
Zealand. The failings of our current system are described in more detail in section 5.1
of this submission.
2.5 Effect on perceptions of health and illness
DTCA promotes medicalisation both by expanding the definitions of disease into the
well population and by inflating the seriousness of particular conditions. It also
promotes acceptance of medicines as ‘life solutions’, to the detriment of better and
safer alternatives, such as diet and exercise.
There is evidence that this strategy is purposefully designed by the advertising and
pharmaceutical industry to increase sales.

Q3 Which of the arguments in Section 4 do you find the most
persuasive?
3.1 Reported concerns and benefits of DTCA
The arguments against DTCA are in our view compelling and supported by a
growing body of evidence.1, 6, 7 It is not correct to say that there is no evidence of
harm.6-8 There are multiple examples of medicines which have been extensively
advertised in misleading ways to the public and which have subsequently been
withdrawn, and where, from the known adverse events rates, patients will have been
harmed. Statistically some will have died as a result. The COX 2 inhibitors (Vioxx®
and Celebrex®) are the best example of harm resulting from DTCA in NZ in recent
years. There is no evidence to suggest that these drugs offer advantages over
traditional alternatives in the general population. Following extensive and misleading
DTC advertising approximately 59,000 New Zealand patients were prescribed these
agents in one year alone.9 This number is unprecedented for non subsidised
prescription medicines tracked by the New Zealand Intensive Medicines Monitoring
Programme IMMP. The IMMP is acknowledged as one of the best models for
pharmacovigilance in the world. The New Zealand IMMP data clearly shows patients
were harmed. From these 59, 000 patients prescribed COX 2 inhibitors in 2001, there
were 144 cardiovascular thromboembolic events and 102 of these were myocardial
events.9 Studies have shown a two fold increase in risk of thrombotic cardiovascular
events on these medicines10 and a two to five fold increase of myocardial thrombotic
events11 – the relative increases depend on the control groups and drug doses used –
some studies are placebo controlled and some use another NSAID as a comparator.
Higher doses often carry higher risk.11 The IMMP study showed no significant
difference in rates between Celebrex® and Vioxx®. These data can be used to give a
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rough range estimating the excess cardiovascular thrombotic events in the New
Zealand population which occurred as a direct result of taking these medicines. For
cardiovascular thrombotic events this equates to around 72 patients, and for
myocardial events this is between 51 and 82 patients. In the IMMP data, over half of
these patients died as a result of their thrombotic event. These figures are likely to be
an underestimate of the true situation because not all adverse events will have been
reported, and because complete follow-up data for this analysis was only available for
approximately 11 000 of the 59 000 patients. This excess morbidity and mortality was
what would be expected given what was known about the increased cardiovascular
risks at the time (as noted in our 2003 report and by many others) yet these drugs
were still being advertised DTC during this period until finally and belatedly the
increased risks were accepted by the companies and the regulatory authorities.12
Phenfen®, Rezulin® and HRT are other well publicised US examples where
thousands of patients were harmed as a direct result of DTCA of newly introduced
medicines. The oft heard official NZ proposition that we “don’t seem to have a
problem here” is both spurious and dangerous. Everyone accepts DTCA increases
sales; it widens markets to those who do not necessarily need the products and results
in unnecessary switching from older to newer medicines, often against the better
judgment of the prescriber. This is after all why industry spends in excess of US$ 4
billion on DTCA each year. It follows that in those medicines where harms are
subsequently shown to outweigh benefits, additional patients will have been harmed
directly as a result of DTCA. In the case of those in whom DTCA driven prescriptions
are unnecessary e.g. for overactive bladder (a disease “created” by Upjohn13), mild
onychomycosis or the use of long acting beta agonists in mild asthma, there is little
potential for benefit to balance the known harms caused by these medicines.
A number of medicines currently being advertised directly to the public in this
country have serious and ongoing safety concerns surrounding them. We believe
DTCA has caused and continues to harm New Zealanders, the fact that New Zealand
has a smaller population “at risk” and inadequate adverse reaction reporting for many
advertised medicines does not mean the problem does not exist.
Historically, arguments supporting DTCA were speculative and not backed by
evidence (“no evidence of benefit”). This situation has changed. There now exists a
growing body of evidence that the hypothesised benefits of DTCA do not occur. 6-8
That is there is now “evidence of no benefit.” The one report at odds with these
conclusions (despite being based on the same body of literature) is a recent so called
“systematic review” produced from Queensland commissioned by the advertising
industry and funded by Merck.14 This report predictably supports the industry case for
the continuation of DTCA. It reinforces the evidence of the effectiveness of DTCA in
influencing prescribing. It certainly is not as the title suggests “a consumer’s
perspective,” as no doubt many consumer organisations will have pointed out in their
submissions.
It is important when considering the policy options that every non industry sponsored
international review outside the United States has arrived at the same conclusion - that
DTCA is of net harm to the public health and should not be allowed. The same
conclusion has been independently reached by all of the NZ health professional
bodies involved in prescribing, many of whom are making submissions to this
process. There would have to be compelling reasons to override the international
evidence and opinion, the views of all New Zealand health professional bodies and
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most of the independent consumer organisations in favour of the interests of industry.
Doing so, as happened with the 2001 review, has not and will not satisfy either
consumers or health professionals.

3.2 Provision of Information
The provision of consumer health information is enshrined in the Code of Health and
Disability Services Consumers' Rights
Right 6: The right to be fully informed
And described in the Health Information Strategy for the Year 2000
“Satisfactory access to consumer health information is a basic health consumer
right”
DTCA denies these rights by making it less likely that these requirements will be
fulfilled. It is important to note here that material used in DTCA should not be
confused with health information. However, it is marketed as useful information by
the pharmaceutical companies and advertisers. The purpose is primarily to maximise
the profits of both industries rather than to promote and protect public health and
safety.
The effect of this has been demonstrated with the aggressive and blatantly misleading
promotion of the COX 2 inhibitors which led to many New Zealanders being
unnecessarily exposed to the additional risks of these medicines. There is no evidence
of increased efficacy of COX 2s over traditional anti inflammatory agents. The
concerns about cardiovascular safety (which should have indicated caution in
prescribing) existed well before the withdrawal of Vioxx® and were noted in our
previous report. The largely illusory gastroprotective benefit of these agents was
extensively promoted to prescribers and by DTCA. This gave the overall impression
of a better safety profile when in fact all cause serious side effects for COX 2s were
known to be worse well before the final damning trials demonstrating unequivocal
increased cardiovascular mortality. Perhaps the most harmful element of this DTCA
is that the elderly with osteoarthritis (an obvious mass marketing opportunity, as it is
very common in this group and a life long condition) were targeted by the ads,
thereby promoting long term use in the very group who were at greatest risk of
cardiovascular complications.
There are a number of medicines currently advertised which similarly have safety
concerns which would caution against widespread use. The Associate Director of the
FDAs Office of Drug Safety has commented that sibutramine (advertised DTC in
New Zealand as Reductil®) is one of five drugs currently on the market that may be
endangering patients. Salmeterol, currently advertised DTC as Serevent® is also on
that list. Sibutramine is a type of antidepressant being marketed DTC for weight loss
in New Zealand. There are reports of bruising which indicate there may be a bleeding
problem (known already to occur in the related SSRI group of antidepressants).15
There are also concerns about potential cardiovascular adverse events which we
described in our report. Since then further evidence from New Zealand has emerged
about the safety of Reductil®. There are concerns about the development of cardiac
arrhythmias associated with prolonged Q-T interval – case reports include a 40 year
old New Zealand woman who had a cardiac arrest as a result, after taking Reductil®
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for 25 days.16 These concerns are not made apparent to consumers in the
advertisements.
More independent consumer health information would be welcomed by consumers
and by health care providers. It could be provided at a fraction of the cost borne by
DHBs as a result of DTCA of newer more expensive medicines, or the cost of more
formal regulation.
3.2.1 In the Context of Medicines Advertising, Consumers are a Vulnerable Group
In the context of advertising other non-pharmacological products, the consumer has
some expertise to judge claims made and outcomes promised. In the case of
prescription medicines advertising the consumer generally does not have the required
technical knowledge to
1. Understand whether they are being misled about the likely risks and benefits
2. Understand the implications of these for long term health: Many medicines
have no discernable signals of the effects and adverse effects for the individual
patient. These effects and side effects only become obvious after a long period
of use.
3. Understand the relative seriousness of the condition
4. Be aware of any alternative treatments (non pharmaceutical)
5. Understand the consequences of no treatment
Consumers who suffer from a chronic condition for which there is no cure might be
considered particularly vulnerable. There will be increased susceptibility to overstated
claims or impressions of efficacy. There is clear evidence of this. When asked about
the trustworthiness of information sources, consumers know that advertising from
television and magazine or newspaper advertisements is less reliable and accurate
than information from other sources. Analysis of behaviour shows that the messages
of advertising often override this judgement. In a general population sample, 13% of
New Zealanders had asked for a prescription medicine they had seen advertised and
62% had received one.1, 17 Currently running DTC campaigns for medicines to treat
Alzheimer’s disease and breast cancer provide examples of targeting groups
extremely vulnerable to messages of falsely inflated hope. Research has clearly
demonstrated subsequent negative effects when these raised expectations are not
met.18
Consumers, prescribers and funders should make choices on the basis of independent
evidence about efficacy, safety, and economic value, not on the basis of marketing
campaigns aimed at promoting sales through driving patient demand.
Consumers need better access to independent information sources about medicines
and health. The absence of adequate sources of such information is not a valid
rationale for sanctioning misleading and unbalanced advertising spin in its stead. The
distinction is simple: Independent information is designed to inform choice,
advertising is designed to drive it. If there is information that consumers need, to
make decisions about their health, it should be provided by those whose interest is in
maximising the public health, not the marketing departments of companies whose
interest naturally is maximising profit.
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3.3 Fiscal Pressures
It is not disputed that DTCA increases sales. The fact that overall pharmaceutical
expenditure has been well controlled by PHARMAC’s supply side activities in no
way mitigates the fact that health dollars are being diverted to the use of expensive
medicines that are either not needed or offer little if any benefit over cheaper
alternatives. It is an issue of distributive justice - the greatest good for the greatest
number. Given a fixed health budget, unnecessary drug use denies others much
needed treatment.
It should be noted that claims by industry that DTCA does not increase the cost to the
government of medicines are spurious. PHARMAC work to a fixed budget. DTCA
causes a distributive injustice – extra money spent on more expensive or unnecessary
medicines which offer no real clinical advantage can not then be spent on necessary
and effective medicines for other conditions. Using the fluticasone example quoted in
the discussion document if DTCA had not led to switching to this (no more effective
but more expensive) medicine from the existing agents, there would have been a drop
in the spend on asthma medication when reference pricing to generic beclomethasone
took place. This money would have become available to spend on other necessary
drugs. The implications of funding new and very expensive medicines within a fixed
health budget have been brought into sharp focus recently with the publicity
surrounding Herceptin®.
It is often argued that many of the medicines which are DTC advertised are
unsubsidised. This shifts the fiscal pressure from government to individuals. In the
case of COX 2 inhibitors and Xenical® the advertisements clearly targeted financially
vulnerable groups – the elderly and minority ethnic groups. These medicines are
usually not subsidised because they do not offer sufficient benefit over treatments
currently available. Notwithstanding these advertisements for unsubsidised medicines,
the greatest expenditure on any single drug in New Zealand is for omeprazole. This is
no surprise as this expensive and potent medicine has been extensively advertised to
the public for even mild symptoms of heartburn.
"Missing the food you love because of acid indigestion? Ask your doctor about Losec.
Unlike antacids Losec can stop the pain of acid indigestion before it starts. Don’t
torture yourself - see your doctor about a free trial” (Television advertisement)
This has been so successful that omeprazole (Losec®) is passed around at teenage
parties for the management of the transient indigestion of overindulgence. There are
alternatives which for the majority would be both cheaper and arguably safer than
proton pump inhibitors. The long term effects of hypochlorhydria are unknown and
for mild upper GI symptoms, the benefits may not outweigh the unknown but
theoretical risks.19
Recent industry publicity and pressure to fund Herceptin® for early breast cancer and
the DTCA campaign currently underway for Arimidex® illustrate well the tactics
used by pharmaceutical companies to emotively promote very expensive medicines
which, if made available to the widest group of all who might benefit, would place
severe strain on the health budget (30 million dollars estimated by PHARMAC for
Herceptin® alone and there are several other similar products in the pipeline). DTCA
together with “public relations” (possible before even a drug is licensed) fed to a
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media hungry for a good story puts undue pressure on the normal decision processes
of regulation and subsidisation. The current furore over Herceptin® makes for
excellent television, it does not make for better decision making. Failure to ban
DTCA will inevitably lead to an increasing clamour for a growing number of
extremely expensive medicines before sufficient evidence on efficacy and safety is
available and before affordable prices can be negotiated. The New Zealand
complaints driven self regulatory system has no chance of controlling these
developments.
3.4 Medicalisation
There has been a crisis of innovation in drug development, the so-called ‘pipeline’
problem. While a small number of truly innovative drugs trickle on to the market the
pharmaceutical industry has been forced to use a number of techniques to maintain
their high levels of profit. These include line extension (making small changes to
formulations such as ‘slow release’ preparations), patent protection with new
indications (so-called patent ‘evergreening’) and importantly a major push to expand
the potential market for their products.
There is increasing concern in the medical literature about this pharmaceutical driven
‘disease-mongering’ designed to drive populations to seek pharmaceutical treatments
for a growing number of “conditions”.
In April 2006 the first international conference centred on disease mongering took
place in Newcastle Australia. A special edition of the journal PLoS Medicine was
devoted to the implications of disease mongering and its potential solutions. Disease
mongering is defined as:
“widening the boundaries of treatable illness in order to expand markets for those
who sell and deliver treatments” 20
This includes redefining normal physiological processes as illness and defining mild
problems as serious disease, framed by the pharmaceutical companies as ‘unmet
need’. Examples include female sexual dysfunction, treatment with Prozac®
(renamed ‘Sarafem®’) for the newly coined syndrome of premenstrual dysphoric
disorder, and the widening of incontinence to ‘overactive bladder’ (without
incontinence).
DTCA is a key feature of this strategy to ‘drive potential patients to physicians’
offices’. It exists as brand advertising, unbranded ads and ‘disease awareness
campaigns’ with press releases by public relations companies to the media. The
pivotal role of DTCA has been explicitly acknowledged by the industry itself as the
following example illustrates. Tolterodine or Detrol® has been widely promoted in
New Zealand (as Detrusitol®) using DTCA for the treatment of ‘overactive bladder’.
The creation of ‘overactive bladder’ and the role of DTCA is set out clearly in the
following powerpoint from an industry website.
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‘Positioning Detrol: creating a disease’21.
Following the merger of Pharmacia and Upjohn, Detrol® (tolterodine) was “identified
as the first, new, global mass marketing opportunity”.
Later :
“Converting a niche product into a Mass Marketing Opportunity” is followed by:
•
•

Increase the diagnosis and treatment of urge incontinence
Expand the appropriate patient population (beyond urge incontinence) to those
with “overactive bladder syndrome” (OAB) (without incontinence)

•
The next part of the strategy or “Critical success factors:”
•
•

“Establish OAB as a serious medical condition with profound negative impact on
people’s quality of life… among physicians, consumers, payers and regulatory
authorities”
“Establish Detrol® (tolterodine) as the therapy of choice for OAB”

And finally:
•
•

“Educate PCPs (primary care physicians) (including OBGs) how to screen for,
diagnose and treat OAB”
“Drive potential patients to physician offices by using DTC and PR with symptom
recognition”

In this New Zealand example, the harmful role of DTCA is clear. It did not provide
the information consumers needed, rather it made them feel they were ‘ill’ when they
were not.
“Perhaps the greatest concern comes from the flip side of inflated estimates of disease
prevalence are the ever-narrowing definitions of "normal" which help turn the
complaints of the healthy into the conditions of the sick.”22.
3.5 Impact on patient doctor relationships
There have been many surveys of the public and the profession which, depending on
the questions asked, are used to support both sides of the argument on DTCA. Both
qualitative and quantitative methodologies have been used and, as might be expected,
both members of the public and doctors have a range of views. However, a couple of
constants emerge from these studies.
• They all show that when a patient asks for a drug by name they are given it
more often than not.
• Many doctors find themselves prescribing medicines they would not have
chosen had it not been requested.
We were puzzled by the interpretation in the discussion document of the information
around the effect on the doctor patient relationship in New Zealand. Page 28 reads:
While the evidence from the local research carried out by Maubach and Hoek (2005)
indicates this (practitioners feeling under pressure) may not be a major problem for
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the majority of practitioners. This statement relates to qualitative interviews of twenty
NZ GPs (most of whom actually had serious concerns on DTCA). It is of course
completely unacceptable to use qualitative findings in such a way to draw a
quantitative conclusion. In contrast, more than a thousand GPs expressed their
concern over DTCA when invited to share their experiences in a survey of support for
our advocacy for a ban on DTCA.1, 23 Over 1000 GPs also felt they had been under
pressure to prescribe advertised medicines. We believe this gives a clear indication
that it is a major problem for New Zealand GPs. It should be remembered when
interpreting doctor and consumer survey results that individual doctors opinions on
DTCA are fashioned from their experiences of being on the receiving end of hundreds
of DTCA driven patient requests. Individual consumers in contrast generally form
opinions on the basis of one or at most two interactions where a DTC drug is
discussed.
It would seem simple for the doctor to just say no when a patient requests a medicine
they would have not otherwise chosen. Many justify the continuation of DTCA by
pointing out that the doctor must still write the prescription (the ‘learned
intermediary’ argument). This is naïve and at odds with the model taught within
medical schools today - shared decision making with a patient centred approach and
concordance in decisions about treatment.
3.6 The NZ Bill of Rights
Our advice is that, despite claims to the contrary, this is not an issue. Bans on the
advertising of tobacco and firearms provide obvious precedents. We have expanded
on this in our initial report.

Q4 Do you have any further information or arguments which should
be added to this review?
We believe a critical examination of the inherent flaws and operation of the current
New Zealand self regulatory system and the problems of the central regulatory system
in the US should be considered further. In addition we believe greater consideration
should be given to the deliberations and considerations of alternative jurisdictions
where DTCA has been mooted than appears in Appendix 1 of the consultation
document.

Q5 Which of the options do you support and why?
We strongly recommend option 3 (as a minimum) for the following reasons
5.1 Problems with self regulation
The current system of self regulation cannot work.
The TAPS system fails to identify misleading advertising claims as it is designed to
look at the template not the content or science behind the advertising claims. The fact
that a claim is supposedly backed up by a reference with a number is clearly
inadequate. The TAPS system does not involve any critical appraisal of the reference
(which often is “data on file”- not even in the public domain and certainly not peer
reviewed). Studies have repeatedly shown a high level of incorrect referencing in
11

promotional material together with selective quoting or frank misrepresentation of the
findings. This occurs in both DTCA and direct to doctor advertising. There is little
point in pre approving the font size and time on screen of statements that are factually
incorrect, misleading or which have no scientific basis.
Should serendipitously someone who knows something about the science behind a
product notice a misleading claim, they must go through a long and difficult process
to complain.24, 25 Such is the lack of confidence in the system most do not waste their
time. We submitted a complaint about Celebrex® advertising in 2004 in order to
illustrate this. Had we not made this complaint, this advertisement would have gone
unchallenged. Following the complaint which was upheld, there was no penalty, no
corrective statement was published, no mitigation of the misleading effect of the
advertisement and the only public record is a well buried file on the ASA website.
The decision came well after the advertising campaign was finished. Neither we nor
anyone else have the time or the responsibility to monitor the accuracy and balance of
advertisements. Consumers lack the technical knowledge to do so. In any event it is
not effective. The pharmaceutical companies are in many cases allowed to authorise
their own advertisements. The Celebrex® advertisement had been through the much
vaunted ‘pre-vetting system’ and approved by the chief TAPS adjudicator who
defended the offending advertisement as far as the complaints hearing. We believe
there is inadequate protection of the consumer interest in this system.
On receipt of a complaint, the chair of the ASCB decides whether the advertising
code may have been breached, in which case the advertiser is asked to justify the
claim. The ASCB contains no one with technical scientific expertise. The chair has
been quite explicit in stating that the ASCB does not hold itself out to be an arbiter of
scientific fact.26 The committee therefore has to rely on the advice of a co-opted
“expert” and often will ask for an opinion from Medsafe, who have publicly distanced
themselves from any involvement in monitoring promotion.
The policing of the current system therefore rests with the advice of a single expert
who must familiarise him or herself with the relevant science and make a judgement
call on the scientific claims made in the advertisement. It is not clear who adjudicates
on the fair balance and science behind the statements of efficacy and harms. Clearly
for an expert doctor in full time employment to undertake this additional role is
difficult and there are no apparent methods of quality control to monitor this advice.
This can be illustrated by the successful complaint over a misleading Celebrex® (a
COX 2 anti inflammatory very similar to Vioxx®) advertisement. The complaint
was essentially upheld on the advice of the expert who was also the chair of MARC
which, following the Vioxx® withdrawal, was spending considerable time weighing
all of the evidence on the cardiovascular risk of COX 2s. We would suggest that had
he not been available the advice of a less informed expert could easily have led to a
different conclusion. The claim made in the half page advertisement in the main
daily newspapers immediately after the Vioxx® withdrawal was that
"Important patient studies with Celebrex show strong cardiovascular safety."
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The submission from Pfizer to the ASCB in defending their advertisement is
illuminating in many ways. It was concluded:
If the committee were to rule that this (the evidence the company submitted) was not
sufficient to make the claim of “strong cardiovascular safety” then the whole
industry, including TAPS, would have to review the standards by which they make
safety claims for their agents”.
The ASCB ruled as follows:
Addressing the timing of the publication of the Advertisement, the Complaints Board
was of the view, that publication in the wake of the withdrawal of Vioxx® in a bid to
gain market share, was an acceptable tactic in itself. However, the use of such
statements as "the information below should make you feel good about Celebrex"
and "strong cardiovascular safety" amounted to "over claims" and as such the
Complaints Board said the Advertisement did not meet the high standard of social
responsibility required by the Therapeutic Code. The fact that the Advertisement was
directed to the consumer, exacerbated the matter. Accordingly, the Complaints
Board said the Celebrex advertisement was in breach of Principle 2.
Taking advice from Dr. Maling, the Complaints Board noted that the research
material referred to at the foot of the advertisement did not in fact support the claims
made. Accordingly, it ruled that the Advertisement made exaggerated claims that
were likely to mislead the consumer and therefore it effected a breach of Principle 3.
In the Complaints Board's view, to include references to three studies which did not
in fact support the claims made in the therapeutic advertisement, also rendered it in
breach of Principle 4, which required scientific information in an advertisement to
be presented in an accurate manner.
Shortly after this hearing Pfizer disclosed details of a trial of Celebrex® which
demonstrated beyond doubt that there was an increased cardiovascular risk and
instituted a world wide voluntary and complete ban on the promotion of Celebrex®
(under significant pressure from the FDA).
Whilst it might be argued the above is an example of a system working, it in fact
highlights all that is wrong with the self regulatory system. Had we not made the
complaint this ad would have been overlooked - indeed Pfizer had been making
similar misleading claims in the medical press for months that no one had challenged.
The advertisement had been pre approved by the chief TAPS adjudicator despite the
publicity in the lay press after the withdrawal of Vioxx® and the obvious safety
concerns about this class. No corrective statement was issued, no fine was imposed,
and the ASA ‘published’ the result by placing the complaint on its website several
weeks later. In short there was no sanction and no disincentive to similar advertising
in the future.
(Postscript: In recent months promotion of Celebrex® and the remaining COX 2
inhibitors to doctors has restarted with a warning of increased cardiovascular risk, as
has DTCA in the United States).
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5.2 Problems with central regulation
The FDA has been trying unsuccessfully to regulate DTCA in the United States for
more than ten years, report after report has shown repeated breaches of their
regulations. A brief review of the warning letters shows repeated breaches are
common4, in part because no financial or other meaningful penalties have ever been
imposed. As in New Zealand, by the time an offending advertisement is identified
and a complaint is considered the advertising campaign has run its normal course.
Given the tens of billions of dollars involved, it is entirely understandable that
companies will push the regulatory boundaries. They are secure in the knowledge that
a breach will probably not be noted and even if it is there will be no meaningful
sanctions imposed.
Central regulation, including proper scientific pre vetting, which would involve
review and critical appraisal of the literature, is practically impossible given the
number and type of advertisements. The human resource costs to do this properly in
New Zealand and or Australia would be prohibitive
In summary, we believe strongly that neither self nor central regulation will
adequately control DTCA and therefore the only way to protect the public from
misleading and potentially dangerous advertising is to ban it completely. This is not a
draconian measure; all but two countries in the developed world have adopted this
policy.
In addition, we believe for all of the reasons above, there is no prospect that central
regulation of industry funded disease awareness would be practicable or effective.
This view is supported by the problems and increasing concerns such advertising is
causing in Europe, in Canada and in Australia.
Centrally funded independent consumer health information should be
supported, it would in our view lead to a more informed public and in the long run
prove cost effective in curbing unnecessary prescriptions.

Q 6 Further options
We believe banning of industry funded disease awareness advertising which has the
same intent as brand advertising is not only necessary to protect the public, it would
make the regulators position much easier. As previously stated, effectively policing
disease awareness advertising will require considerable resources. Self regulation is
not in our view an acceptable option.
Further, we believe that regulation of such promotion should not rest with Medsafe or
the TGA. Medsafe have clearly stated they do not want this role and there are reasons
to keep drug licensing approval and regulation of promotion separate. We would be
happy to expand on this issue if required.

Q 7 Do you have other views on how to achieve benefits of DTCA
without the costs?
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To replace both DTCA and industry funded disease awareness we continue to stress
the importance of centrally funded independent consumer health information which
could include evidence based disease awareness advertising. This already occurs in
limited areas such as encouragement of immunisation and cervical screening.
Priorities should be identified on the basis of public health need and the emergence of
truly innovative treatments.

In summary
There are four public policy objectives for the regulation of DTCA set out in the
discussion document.
•

ensure the quality use of prescription medicines is maximised

•

contribute to the provision of consumer information that is balanced and easily
understood by New Zealanders, to maximise public health and safety

•

ensure regulation is as practicable and as cost-effective as possible

•

ensure appropriate and proper standards for prescription medicine advertising.

We believe that banning DTCA and the provision of independent consumer
health information which is congruent and coordinated with prescriber
education would address the first two policy objectives.
We believe that our submission with the appended reports demonstrate that this is the
option that would provide the greatest benefit to the public health in New Zealand.
Banning both brand DTCA and industry funded disease awareness advertising
with appropriate deterrent penalties for breaches would make regulation of
consumer advertising straightforward.
Such a move would free regulatory resources to focus on improving the quality of
drug information and regulating pharmaceutical promotion to prescribers, an area of
ongoing concern.
There are two principles which we think are important in considering this issue:
For consumers there are potential risks and benefits of taking medicines. The risks
may be mortal ones. For advertisers and drug companies there are only benefits.
Therefore regulation of promotion of medicine use should be designed explicitly to
protect consumers, not to achieve a balance between the interests and concerns of the
pharmaceutical industry and the interests and concerns of consumers.
Conflicts of Interest
We declare no conflicts of interest in the preparation of this submission and
previous reports on the public health effects of DTCA. We stand to gain no
benefit from the banning of DTCA. It might even be considered that DTCA is in
the pecuniary interest of prescribers if it increases consultation numbers. We
offer an independent academic perspective and our views have been formed in
the best interests of the public health. Despite suggestions to the contrary, this is
not and never has been a PHARMAC initiative.
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"The power and sophistication of the pharmaceutical industry cannot be
underestimated. Those who seek to counter it in the public interest need
more than commitment and energy…..
In the absence of strong advocacy in the public interest, the
pharmaceutical industry will continue to set the tone of public debate."
Rt Hon Helen Clark (Minister of Health 1989 -1990)

FOREWORD
Direct to consumer advertising (DTCA) is a practice pharmaceutical companies
employ in order to target users or potential users of their products. DTCA may be
defined as the practice of advertising medicines to lay populations in order to increase
sales brand awareness and establish loyalty. New Zealand and the United States are
the only two countries in the OECD that allow DTCA of prescription medicines. This
can be attributed to the fact that unlike most other countries, New Zealand has no
legislation that prohibits public advertising of prescription-only medicines. In New
Zealand DTCA is employed for both prescription-only and non-prescription
medicines. This includes pharmacist only, pharmacy only and over-the-counter
medicines. Advertising of this kind is evident across an extensive range of media.
Examples can be found in print and broadcast media, loyalty schemes, free sample
vouchers, 0800 numbers, event sponsorship, web-sites and direct contact with
consumers.
Over the last two years, many GPs have expressed increasing concern and frustration
about the pressure to prescribe specific branded products, caused by DTCA of
prescription-only pharmaceuticals.
In response to these concerns, a group, led by professors of general practice from all
four New Zealand Schools' of Medicine, have reviewed the local and overseas
literature concerning DTCA. The conclusions drawn by this group are consistent with
other reviews of the effects of DTCA. Little evidence has been found that suggests a
net benefit to the public health system. On the contrary, the evidence actually suggests
net harm to public health and a serious risk to the financial sustainability of health
systems where DTCA is permitted. This report examines the development and the
current state of DTCA in New Zealand and in the United States, and the policy
positions of other international jurisdictions. Further, it cites the evidence and
presents the arguments that support the recommendation for a ban of such advertising
in New Zealand.
This group recognises there is a clear need for greater information on health and on
treatment options. The report also contains a recommendation to the government that
an independent consortium of professional and consumer groups be set up. This
would provide readily accessible information to assist people in making decisions on
their treatment options.
Concerns have also been raised about the advertising of prescription drugs to
prescribers and the advertising of non-prescription medicines and dietary
supplements. While these concerns are valid and legitimate, there are a number of
issues and concerns unique to the advertising of prescription medicines directly to
consumers that have necessitated addressing this issue at this time.
This report contains a referenced summary of the evidence supporting the case for a
ban of DTCA. Appended are details of current New Zealand Professional and
consumer opinion.
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EXECUTIVE SUMMARY
Conclusions
There is convincing evidence, supported by public and professional opinion, to
justify a ban of direct-to-consumer advertising of prescription-only medicines in
New Zealand.
There is an urgent need for increased provision of comprehensive and readily
accessible independent consumer information.

Recommendations
That the New Zealand government introduce regulations and /or legislation to
prohibit the advertising of prescription medicines directly to the public, through
print and broadcast media or any other means.
That the Government establishes an independent medicine and health
information service free of commercial interest.
Background
Disquiet over developments in DTCA triggered a Ministry of Health discussion paper
on Direct-to-Consumer Advertising (DTCA) for prescription-only medicines in 2000.
Following a round of submissions, the Ministry of Health recommended that the
regulations on DTCA be tightened. To date, no action has been taken. Around the
time of this review, the voluntary self-regulatory framework was expanded to include
a mandatory pre-vetting system for broadcast advertisements to respond to the
repeated breaches occurring in direct to consumer advertisements. This system
includes the option of companies having delegated authority to pre-vet their own
advertisements. There is no brief or resources for any regular monitoring of DTCA
compliance with the Medicines Act and regulations. Investigation of breaches only
occur in response to complaints. Not surprisingly, breaches have continued. A number
of recent high-profile advertising campaigns have attracted significant criticism from
both consumer groups and prescribers. In the two years since the Ministry of Health
discussion paper, there has been a dramatic increase in the volume of DTCA in New
Zealand. At the same time, as with the US experience, a parallel increase in
expenditure for those medicines advertised directly to the public has occurred.
International Developments
A number of recent international reviews of DTCA have reached the same conclusion,
that the net effect on the public health of DTCA prescription medicines is adverse. A
number of key themes can be found in each of these reports. These are:
Ø
Ø
Ø
Ø
Ø
Ø

Inability of brand advertising to provide appropriate and balanced information
Deleterious effects on health funding and resources
Negative effects on patient-clinician relationships
Patient safety concerns
Inappropriate medicalisation of well/healthy populations
Lack of evidence demonstrating the claimed benefits of DTCA.
v

New Zealand is virtually isolated in its permissive stance to DTCA.
•
•
•

The European Parliament recently rejected (by a 12 to 1 majority) legislation that
would have liberalised DTCA of prescription medicines in the European Union.
Australia, Canada and South Africa have recently reviewed their positions and
will continue to prohibit DTCA of prescription medicines.
The United States is the only other country in the developed world that allows
DTCA. Even though they have much stricter regulations, there is still significant
political, professional and consumer concern over the failure of their regulatory
framework to prevent misleading advertising and the negative financial and health
effects of DTCA. The General Accounting Office (GAO), a US government
research agency which is the investigative arm of the US Congress, has found that
the current approach to regulation is limited in its effectiveness. It states the FDA
cannot verify that it receives all advertisements for assessment (examples were
given of advertisements which were disseminated without FDA awareness), or
prevent some companies from repeatedly breaching the regulations. It also states
that the current process is not timely enough and that misleading advertisements
may have already completed their broadcast life cycle before the FDA issues its
warning letters requesting their removal.

KEY FINDINGS
1

DTCA is a very effective marketing strategy and is growing exponentially

In NZ and the United States DTCA is now seen as a key part of the marketing strategy
of the pharmaceutical industry. It has been very effective in developing new markets,
brand awareness and increasing sales of high-cost medicines in both countries. The
growth in expenditure on DTCA and the resultant increase in sales of these medicines
have typically been exponential. In the majority of cases, DTC-advertised new
medicines offer little advantage over existing treatments.
2

Consumer Education: DTCA does not provide objective information on
risks, benefits and options to assist patients to participate in healthcare
decisions

The commercial interest behind DTCA means it does not focus upon promoting
choice, but instead upon creating demand for specific medicines. This conflicts with
the right of the patient to have easy access to high-quality, independent, comparative
information on the risks and benefits of available pharmacological and nonpharmacological treatments. The information DTCA provides does not follow any
accepted guidelines for health promotion or provision of consumer health information.
The New Zealand Code of Health and Disability Services Consumers’ Rights
describes the information that consumers are entitled to receive to make informed
choices. DTC advertisements rarely discuss the range of available treatments or costs
to the patient of treatment.
3

Consumer Information: Consumers need greater access to reliable
independent information on prescription medicines

There is a clear need for greater availability of independent consumer information on
medicines. This need has been identified in numerous international reviews and
implemented in a number of countries including the United Kingdom, Australia and
vi

the United States. It is not appropriate for this information to be delivered by
individual pharmaceutical companies, because they have a commercially driven
interest in promoting increased sales of prescription medicines.
4

DTCA has a negative effect on health funding which may create inequity in
resource allocation

Pharmaceutical expenditure accounts for an increasing proportion of total health care
expenditure in most countries. DTCA has led to disproportionate increases in
expenditure on newer, more expensive medicines. In most cases there is little or no
evidence of resulting improvements to health outcomes of the population. With
limited public funds available for health care, such distortions put pressure on other
parts of the health system. At an individual level consumers face increased costs both
directly and indirectly resulting from consultations generated by DTCA.
5

DTCA has a negative effect upon the patient-clinician relationship

Evidence is available in both the US and New Zealand that DTCA adversely
influences patient-clinician interactions. DTCA adds additional commercial pressure
to prescribers, which can have negative effects upon trust, confidence and clinical
practice.
6

DTCA compromises patient safety

DTCA focuses on newer medicines where rare but serious and long-term side effects
can be unknown. This inevitably puts additional patients at risk. Rational prescribing
promotes caution when using new medicines and suggests older medicines should not
be replaced unless there is evidence of major advantages to be gained by doing so.
There are several examples of heavily marketed medicines gaining significant market
share over well-established medicines, only to be withdrawn when their true safety
profile is revealed. Unfortunately, by this time, patients have already suffered adverse
effects.
7

DTCA promotes the medicalisation of normal health and ageing processes

DTCA of some “lifestyle” medicines encourages the medicalisation of normal health
and ageing. It promotes pharmaceutical solutions over other available alternatives that
could assist people to adapt to changes associated with normal health and ageing
processes. The pharmaceutical marketing industry openly admits to “creating new
diseases” for their products as part of their strategy to increase sales.
8

There is increasing opposition to DTCA internationally amongst consumer
and professional groups

DTCA cannot be justified on the basis of consumer demand or right to access
information. Where DTCA is banned, this represents a legal restriction on the
manufacturers’ rights to promote sales of prescription-only products in certain ways.
There is no legal restriction on public information rights - the public maintains the
right to obtain any available information about medicines. Surveys have shown that
there is widespread consumer mistrust of the quality and completeness of information
contained in DTCA. Health professionals remain the preferred source of independent
advice on medication. Most New Zealand and overseas independent consumer groups
have taken positions opposing DTCA after reviewing the evidence. Some, including
the UK Consumers Association and Health Action International (HAI) (a non-profit,
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global network of health, and consumer groups in more than 70 countries) have gone
as far as mounting campaigns strongly opposing the introduction of DTCA. In New
Zealand the Women’s Health Action Trust has made numerous complaints about
specific advertising campaigns.
Professional opinion from overseas organisations representing pharmacists and
prescribers is consistently opposed to DTCA. Surveys in countries where DTCA is
either permitted or exists by default highlight prescribers’ concerns about the negative
influence of these advertisements. Prescribers are particularly concerned about its
effect on their clinical practice and on their relationship with their patients.
9

There is increasing opposition to DTCA in New Zealand amongst consumer
and professional groups

Attitudes to DTCA among professional and consumer groups at the time of the 2000
Ministry of Health review were mixed. Many seemed to adopt a “watch and wait”
stance. Most professional groups favoured a tightening of regulations. The increase
and effects of DTCA in the intervening 2 years have led many to reconsider their
position. There is now increased opposition to DTCA amongst consumer and
professional groups.
In a survey of New Zealand general practitioner opinion carried out by the authors of
this paper, the majority of GPs voicing an opinion felt that DTCA was not positive*.
They expressed concerns about the effect of DTCA on their relationship with patients
and on their clinical practice.
10

DTCA cannot be controlled by either central or self regulation

Neither the voluntary system of self-regulation in New Zealand, nor the tighter,
central regulation system in the United States have been able to ensure compliance
with standards of acceptable advertising practice for DTCA. The result has been many
examples of:
Ø
Ø
Ø
Ø

Misleading advertisements containing partial, incorrect or unbalanced information
Overstatement of medicine efficacy / failure to detail success rates
Minimization of potential adverse effects
Inappropriate use of emotional persuasion

Based on these findings a complete ban on DTCA of prescription drugs in New
Zealand is jus tified. The clear need for independent information to aid informed
consumer choice should be addressed by the establishment of an independent
health information service.
References supporting the conclusions of the executive summary are included in the
body of the main report.
*The NZ general practitioner opinion was canvassed with full disclosure of position and intent of
authors known to respondents. See Appendix 3
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INTRODUCTION
New Zealand and United States citizens are exposed directly to prescription drug
advertising in a variety of forms. These include advertisements in print and broadcast
media, loyalty schemes, vouchers for free samples, 0800 numbers, event sponsorship,
web-sites and direct mailing to consumers as well as to a range of patient education
promotional activities. No other countries in the OECD permit the advertisement of
prescription medicines directly to consumers. New Zealand is the only OECD country
that provides a comprehensive publicly funded prescription benefit scheme allowing
DTCA of prescription medicines. This contrasts with the United States system, where
the majority of prescriptions are funded through either private health insurance (in
most cases with a co-payment for prescriptions) or direct payment. Direct to consumer
advertising (DTCA) has been able to develop in New Zealand through the permissive
environment created by the Medicines Act 1981. Unlike legislation in other countries
outside the US, this Act has no provision explicitly prohibiting the advertisement of
prescription medicines to the public.
Clearly, the purpose of DTC advertising is to increase sales by creating new markets
and creating brand loyalty 1-3. Marketing prescription medicines directly to the
potential user stimulates demand. This can, in turn, influence the behaviour of
prescribers.
New Zealand’s policy of permitting DTCA of prescription medicines has been
reviewed twice to date. The first review occurred in 1998 when the Minister of Health
called for an inquiry into DTCA as a result of a rapid growth in advertising activity 4 .
Following this inquiry the government decided to keep a watching brief on DTCA of
prescription medicines and observe the effects of industry self-regulation before
deciding on further action.
A discussion paper from the Ministry of Health released in November 2000 initiated
the second review 5 . The purpose of this paper was to solicit feedback on the
appropriateness of DTCA of prescription medicines in New Zealand and to form the
basis for advice to the Minister of Health on any changes that may be required to the
current DTCA regime.
The result of this review was continuation of DTCA with instruction to the Ministry
of Health to work on more central regulation. There has been little progress, partly
because it was expected that changes to legislation in a year or two would cover this
area6 . The majority of submissions in 2000 supported a ban or at least swift and
significant tightening of regulations for DTCA7 . This was especially apparent among
parties that did not benefit financially from DTCA, but not amongst those that did
have a commercial interest (that is, those in the advertising and pharmaceutical
industries, and organizations financed by them).

1

advertised DTC new generation anti- inflammatory drug11 . In the United States in
2000 more was spent promoting the drug Vioxx® (rofecoxib) (US$160.8 million)
than PepsiCo spent on promoting Pepsi® (US $125 million)10 . Each of the top 7 most
heavily advertised medicines had advertising budgets greater than Nike's budget for
its range of top shoes ($US78.2 million) 10 .
Table 1: Products with Top DTC Advertising Budgets in the US (2000)
Drug

Condition

DTC Spending Millions US$

Vioxx® (rofecoxib)

Arthritis

$160.8

$1,518.0

Prilosec® (omeprazole)

Ulcer/Reflux

$107.5

$4,102.2

Claritin® (loratadine)

Allergy

$99.7

$2,035.4

Paxil® (paroxetine)

Anxiety/Depression

$91.8

$1,808.0

Zocor® (simvastatin)

High cholesterol

$91.2

$2,207.0

Viagra® (sildenafil)

Impotence

$89.5

$ 809.4

Celebrex® (celecoxib)

Arthritis

$78.3

$2,015.5

Flonase® (fluticasone)

Allergy

$73.5

$ 618.7

Allegra® (fexofenadine)

Allergy

$67.0

$1,120.4

Meridia® (sibutramine)

Obesity

$65.0

$ 113.2

$924.3

$16,347.8

Total

Sales, Millions US$

10

SOURCE: US NIHCM Report 2001

In New Zealand PHARMAC conducted a review of 4 government subsidised
prescription-only medicines currently being marketed by DTCA. A total of
NZ$4,917,436 was spent on advertising these four medicines (Table 2).

Table 2. New Zealand 2001 advertising spend (at rate card) for four pharmaceuticals
marketed directly to consumers
Product

Formulations

Flixotide®

Magazine

TV

11

$117,980

$1,711,824

$1,829,804

Lamisil®

2

$145,385

$618,836

$764,221

Losec®

4

$145,785

$809,610

$143,793

$1,099,337

Oxis®

SOURCE: PHARMAC

2

Press

$15,052

Radio

$109,834

Total

$1,080,281
$1,243,130

12

DTCA is effective as a marketing strategy
As US expenditure on DTCA increased, a corresponding increase in prescription drug
sales occurred. Between 1999 and 2000 prescription drug sales increased by US $20.8
Billion. The 50 medicines with the highest advertising budgets accounted for nearly
half the increase10 .

3

The difference in prescriptions between advertised and non-advertised medicines for
2001 was even more striking. In May 2002 the United States National Institute of
Health Care Management (NIHCM) published its latest analysis of drug cost increases
for the year 200113 . It found that spending on outpatient prescription medicines in
United States retail outlets rose 17.1% between 2000 and 2001. The analysis revealed
that the increase was largely due to shifts to newer, more costly medicines (24%), as
well as an overall increase in the number of prescriptions (39%) while price increases
contributed only 37%. The most heavily advertised medicines again saw the highest
rises in retail sales. The numbers of prescriptions written for the top 50 medicines (i.e.
those contributing most to the rise in sales over one year) rose 31.7% compared to
1.1% for all other medicines between 2000 and 200113 .
New Zealand
Evidence from the United States can be extrapolated to New Zealand as both the
population and clinical practice trends are similar in both countries14 . Evidence to date
show trends in New Zealand are mirroring those in the US.
DTCA is clearly bringing patients to their doctors. The authors of this report carried
out a recent survey of all New Zealand GPs. A letter was sent detailing the
conclusions of the authors after review of the literature around the effects of DTCA
and stating their intention to advocate for a ban. The letter asked GPs to fill in a
questionnaire, asking for their opinions and experiences to be used in support of this
advocacy. Fifty percent (n=1611) of GPs responded within ten days. Ninety percent of
the 1611 respondents stated they had experienced consultations specifically generated
by DTCA. Seventy-nine percent of respondents reported patients had frequently asked
for DTC-advertised medicines (appendix 3).
In line with previous years, total dispensing volumes in New Zealand for the year
2001/02 for pharmaceuticals listed on the Pharmaceutical Schedule showed an
appreciable increase over that of the previous year. Dispensings totalled 42.0 million
in 2001/02, compared with 39.7 million in 2000/01, an increase of 5.7% with 2.26
million extra dispensings. A PHARMAC analysis showed that 22% of the increased
dispensing was due to four heavily advertised drugs (Flixotide® (fluticasone),
Losec®, Lamisil® and Oxis®). Within this same one year period, PHARMAC
estimated that 10% of the increase in dispensing volume was due to population
increases, and 3.9% due to new investments12 .
There was a growth in prescriptions for these four products, ranging between 13%
(Lamisil®) and 253% (Oxis® – an asthma medication) table 3. The total increase in
dispensing volume for these products was 42% (Table 3).
Table 3. Dispensings of pharmaceuticals subjected to DTCA

2001

2002

Difference

% increase

Losec®

623,654

980,763

357,109

57

Flixotide®

508,134

585,211

77,077

15

Oxis®

21,806

76,899

55,093

253

Lamisil®

29,420

33,175

3,755

13

1,183,014

1,676,048

493,034

42

Totals

DATA SOURCE: PHARMAC12

5

These 493,034 extra dispensings accounted for 22% of the overall increase in
dispensings in 2001/02. This volume growth is only from 4 of the 18 DTCA
advertised products. While there were other influences on volume growth for these
products (companies undertake other marketing activity and PHARMAC widened
access to some), overall growth from DTC-advertised medicines would be higher if
all advertised products could be reviewed. After adjusting for reference pricing
changes this represents the equivalent of an $11 million increase in pharmaceutical
expenditure over this 12-month period. PHARMAC estimates that Losec® and
Flixotide® (fluticasone) alone account for an increase of 434,168 additional
dispensings, 19% of the overall total increase in dispensings for 2001-200212 .
Effect on Prescribers and Consumers

The United States Congress recently commissioned a report from its investigative
arm, the General Accounting Office (GAO) on the regulation of DTCA by the Food
and Drug Administration. Based on consumer surveys, the report estimates that up to
8.5 million US citizens in 2000 were prescribed new medicines as a result of asking
their doctors for medicines they had seen advertised DTC 9 . In the recent Colmar
Brunton consumer survey in New Zealand, one in eight (13%) respondents have been
prompted to ask for a prescription-only medicine as the result of seeing an
advertisement and 62% of these received the medicine they requested15 .
An FDA physician survey of 250 family physicians and 250 specialists (including
dermatologists, allergists, endocrinologists and psychiatrists) examined physicians'
most recent consultation in which a patient had initiated a discussion about a
prescription drug they had seen advertised. All of the physicians could recall such an
encounter (459 or 92%), and 71% of physicians felt that questions from patients about
prescription drugs had increased over the last five years. Nearly 9 out of 10 patients,
86%, who initiated a discussion in response to advertising asked for a specific drug by
brand name, and over half of these patients (59%) directly asked the physician for a
prescription for the brand in these consultations, 57% of the physicians said they
prescribed the requested drug. Many of the physicians reported feeling pressured to
prescribe a drug at the visit. Physicians were three times as likely to feel 'somewhat' or
'very' pressured if a patient had requested a prescription for a specific brand name
drug than if they had not (28% vs. 11%). These reports of pressure occurred in spite
of generally positive opinions on DTCA, although 60% of the physicians did not
report any beneficial effects on their interaction with the patient, and 18% believed
that exposure to advertising had created a problem. Overall 17% felt that it made
patients more aware of treatments. However only 19 physicians, or 4% felt that
DTCA informs or educates patients16 .
In another United States survey of 199 physicians, physicians were approached by an
average of 5 patients requesting specific medicines each week, with TV
advertisements prompting requests 77% of the time. Ninety-one percent of physicians
said they felt under pressure to prescribe products patients asked them about17 .
Only one survey, carried out in two cities in the United States and Canada, has ever
directly measured how many patients received prescriptions for an advertised
medicine that they request in a single primary care consultation. Patients filled in a
questionnaire in the waiting room before the consultation and physicians filled in a
questionnaire after the consultation. A total of 1472 patients participated in the study.
Three quarters of patients in each city who requested an advertised medicine received
a new prescription for that medicine18 . This rate is very similar to that reported in U.S.
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consumer surveys: 77% in a survey by Prevention Magazine in 200119 . The United
States Food and Drug Administration (FDA) has also released preliminary results
from its latest consumer survey on attitudes to DTC advertising20 . The survey found
that 72% of respondents had seen or heard an advertisement for a prescription
medicine in the previous three months. Fifty percent of those who asked about a
specific brand received a prescription for it. A survey by the National Consumers
League in the United Stated found that 71% of all adults who spoke with their doctor
about an advertised medication say their doctor prescribed the medication21 .
The researchers in the two-city study also assessed the physicians’ confidence in
treatment choice by asking how likely they would be to prescribe the same drug to a
similar patient with the same condition. They found that doctors were ambivalent
about 12 percent of new prescriptions not requested by patients. However, they were
ambivalent about 50 percent of DTC-advertised medicines prescribed following a
patient request. The researchers concluded that DTCA was a powerful driver of
prescribing decisions. This study includes two settings with different levels of
exposure to DTCA; in Canada DTCA is illegal but there is considerable exposure to
cross-border media from the U.S., as well as lax enforcement within the country 18 .
Patients from both settings with higher individual exposure to DTCA were more
likely to request advertised drugs from their physicians than others with lower
exposure, in a single observed consultation. Most importantly, however, the
researchers were concerned about the impact of advertising on appropriate
prescribing. Writing in the British Medical Journal (BMJ) they said: “If physicians
prescribe requested medicines despite personal reservations, sales may increase but
appropriateness of prescribing may suffer. Concerns about the value of opening up the
regulatory environment to permit direct to consumer adverting in the EU and Canada
seem well justified.”22
The authors’ survey of New Zealand GPs drew a response from 50% (n=1611). Sixtynine percent of respondents felt that they had been under pressure to prescribe
advertised medicines, 44% said they had switched to or started treatment with
medicines they felt offered little added benefit over drugs they would normally use
(appendix 3).

THE ROLE OF DTCA IN CONSUMER EDUCATION
Patient-centred medicine is considered a cornerstone of good quality modern general
practice, particularly in New Zealand, and consumers wish and have a right to be
involved in decisions about their treatment 14 23 24. However DTCA is not the most
effective way to assist this as drug advertisements do little to educate or inform
consumers. Instead, they are designed principally to stimulate demand and to
generate brand loyalty3 25 26 .
Can DTCA be considered patient education?
Pharmaceutical companies argue that they are educating patients with DTCA and that
this has the potential to improve both community and individual awareness of some
conditions and possible treatment. However, the ‘quality’ of information in DTC
advertisements is such that most DTC advertising cannot be considered educational
and does not lead to public understanding of the efficacy of the drug or of all of the
treatment options available 27 .
Educational Value
A US study of the content of DTCA concluded that most promotions provided a
minimal amount of information and that DTCA could not be recommended for its
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educational value 28 . A one-year review of 67 DTC advertisements in the US (19981999) found that 87% of advertisements described the benefits of medication in vague
qualitative terms rather than with research data. In contrast, half the advertisements
used data to describe side effects, generally with lists of side effects that occurred
rarely. Very few advertisements mentioned costs. The authors concluded that the
advertisements rarely quantify expected benefit, instead making an emotional
appeal29 . This strategy probably leaves many readers and / or listeners with the
perception that the drug has a large benefit and that everyone who uses the drug will
enjoy these benefits. An FDA consumer survey in 2002 found that 41% of those who
recalled seeing a print advertisement said they read ‘none’ of the brief summary,
while 10% said they read it all; 55% said the brief summary was ‘very hard’ or
‘somewhat hard’ to understand 30 . It is questionable whether it would ever be possible
to present the required amount and balance of information in a 30-second
advertisement.
Morgan 31 concluded that there is an unmistakable conflict of interest for drug
manufacturers when “educating” patients about therapeutic alternatives. The
incentives for exaggeration and persuasion are great, and the patients’ ability to verify
promotional claims is limited by lack of technical expertise and access to unbiased
information sources. He goes on to state that economic theory and historical
experience indicate that the marketplace for ideas created by consumer-directed drug
advertisements will inevitably be unbalanced and biased31 .
Accuracy
DTC advertisements commonly contain misleading information. They also commonly
contain inaccurate information. In the US between 1997 and 1999, 52% of DTC
advertisements were found to be in violation of the Food, Drug and Cosmetics Act32 .
In a New Zealand survey of 3 months of advertisements that was reported in 2000,
just under one third (31%) of all DTC advertisements for prescription-only medicines
were found to be in breach of the Medicines Act as interpreted by Medsafe staff33 .
Five out of 6 television advertisements reviewed for prescription-only medicines were
found to be in breach.
In the authors NZ GP opinion survey only 12% of 1611 respondents believed that
DTCA is a useful means of educating consumers about the risks and benefits of
prescription medicines, and only 1 in 25 felt DTCA provides the balance of
information consumers need (appendix 3). In the recent Colmar Brunton poll the
information in pharmaceutical company advertisements was perceived as much less
trustworthy than that obtained from health professionals 15 34 .
There has been a steady increase in DTCA since it began in New Zealand in the late
1980's. Information about risks and benefits is often collapsed into a statement to ‘talk
to your doctor and see if this is right for you,’ and there has been no change in the
usage of very small print which, in television advertisements, is on the screen for a
very limited amount of time. Studies indicate that as the amount of risk information
declines, viewers perceive the advertising more positively35 36 .
Recently, there has been a greater use of other forms of advertising such as billboards,
and bus-shelter advertisements which are designed to be seen by the public during the
working day. The fleeting image means the public is unable to read anything but the
dominant slogan. The use of vouchers, loyalty schemes and free samples has
proliferated. DTCA is continually pushing the boundaries into forms of marketing that
further undermine the doctor’s ability to freely discuss treatment options with a
patient. In the US there are moves from supporters of DTCA to further reduce risk
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information in drug advertising. Calfee, a strong supporter of DTCA in the US,
recently produced a report funded by the "Coalition for Health Care Communication"
(a group of medical advertising and marketing agencies). In this report he urged the
FDA to 'reconsider the notion that all DTC advertisements need to balance
information about risks and benefits', stating that this would 'make information
dissemination more efficient' as 'advertising works best by filling the relevant holes in
consumer awareness and emphasising different product features' and that risk
dissemination should be focused in physician offices and pharmacies37 .
Quality
A number of quality standards have been proposed for consumer medicines and health
information, in order to ensure that patients receive the quality of information needed
to participate in informed health care choices. DTCA does not meet any recognised
set of guidelines for health promotion, case finding or education. Examples of such
guidelines include DISCERN (University of Oxford, Division of Public Health and
Primary Health Care, Headington Oxford www.discern.org.uk) and the Kings Fund
and Centre for Health Information (the Help for Health Trust, 2002). An abbreviated
guide to the DISCERN criteria is included in the summary section. The New Zealand
Code of Health and Disability Services Consumers’ Rights (www.hdc.org.nz)
describes the information that consumers should receive to make informed choices
and give informed consent. Right 6 includes presentation of "options including
expected costs, side effects, benefits and risks." The current Health and Disability
Commissioner is sceptical of the claims made in favour of DTCA. He states that
"Despite the claims, I have not seen evidence that DTCA advertising ultimately leads
to more empowered consumers who are more likely to seek early diagnosis and
treatment, receive appropriate treatment and have improved outcomes."38
Advertisements encouraging people to ask for new medications whilst undermining
their confidence in their existing medication may generate considerable anxiety.
Numerous examples of this effect were described in the recent NZ GP survey
(appendix 3):
"Patients feel their drug is inferior to the one on TV. Patients with asthma now all
want Symbicort® even though a long acting ß-agonist (is) not indicated for them."
"I have seen 2 patients extremely concerned that they need vaccination for Hep A and
Hep B. Both were beneficiaries and could not afford it anyway. Both required
intensive discussion/counselling/advice to reassure them that they were not at
increased risk of either of the viruses despite what the 'ad on TV shows'
"I find that it can be a nuisance as it creates doubts in patients' mind about the
efficacy of the medication they may already be on."
Mass health promotion campaigns are normally rigorously evaluated in a pilot study.
There are many examples of strategies to encourage early diagnosis that on inspection
appear to be useful. With rigorous evaluation in fact these can be found to be of
marginal benefit or unaffordable 39 40 .
A University of British Columbia study surveyed 150 drug policy experts in the US,
New Zealand and Canada41 . The experts were from health professional organisations,
consumer and disease/patient groups, government agencies, private insurers, managed
care organisations, and the pharmaceutical and advertising industry and media. The
response rate was 71%. Two thirds of those who took part judged the information
provided by DTCA to be poor or very poor. Twenty-eight percent – generally from
the pharmaceutical or advertising industries – said it was good to excellent. Most
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(60%) thought the effects of DTCA on patient knowledge of medicines and diseases
and on health care quality was negative or at best neutral.

PRESCRIPTION MEDICINES: CONSUMER ACCESS TO
INFORMATION
The Nature of Prescription Medicines
Findlay, writing in a paper on pharmacoeconomics states: ‘Prescription drugs are not
like any other consumer product… Prescription medicines are part of a complex
system of medical care that must be ruled first and foremost by science and careful
human judgment, not the profit motive. The chief purpose of prescription medicines
cannot be consumption for consumption’s sake. More is not necessarily or always
better – if better is defined as improved public health, a reduction in human pain and
suffering and the prevention of premature death.’42
Few other industries are as heavily subsidised by the government as the
pharmaceutical industry. Few other products advertised to consumers carry the same
risks for serious harm and death, as do prescription medicines. The example of the
DTC marketing of the anti-androgen / oral contraceptive pill Diane-35® for its
beneficial effects on the complexion clearly illustrates this. In addition, few consumer
products require the same level of knowledge to assess the balance of risks and
benefits of the product. Education is not the same as advertising. Information from
health professionals and consumer groups would carry a message very different from
a company trying to sell a product. Many patients suffering from chronic diseases are
vulnerable to advertising which use emotional appeals to promise relief.
CASE STUDY: DIANE-35® (CYPROTERONE ACETATE) 34
Diane-35®, an anti-androgen / oral contraceptive pill was marketed as a solution
to problem complexion, with wording similar to that used in cosmetics
advertisements.
Headline: “Restore the natural balance of your skin with Diane-35®”
‘Tried every treatment known to woman? Diane-35® is an effective solution for
problem skin that is proven to be 93% effective.’
The contraceptive effects of Diane 35® were mentioned only in the small print
and in even smaller print at the bottom of the page ‘Diane-35® has a similar side
effect profile to other oral contraceptives.’
A Colmar Brunton poll in 2000 showed only 20% of women surveyed after being
showed the advertisement for Diane-35® realised it was also a contraceptive.
A British study had shown that the risk of venous thrombo-embolism with this
product was more that eight times the risk of women not using contraceptive
pills and double that of women using other new generation oral contraceptives.
By November 2001 there had been 18 reports of VTE in New Zealand women
using Diane-35®. Where the reasons for using the medication were known, ten
were for contraception, five for acne and two for irregular periods.
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In 2002 Medsafe wrote to all doctors asking them to review all women on this
medication. By this time 25 000 New Zealand women were using Dianne-35® or
it’s equivalent Estelle-35®.
Consumer Surveys
The evidence around consumers' views of DTCA is conflicting. Surveys of public
opinion which make it clear that consumers want information on medicines also show
that consumers are sceptical and do not trust DTC advertisements to provide them
with the information they require. They do reveal however, that consumers preferred
sources of information are independent health professionals. In a survey of Canadian
and United States consumers, 73% of Canadians and 68% of United States citizens
indicated that doctors were their preferred information sources for medicines, with
only 0.3% of Canadians and 0.7% of United States citizens indicating they found
television advertising to be a useful source of information18 22 . Another survey showed
that United States consumers use their television remote button to turn off DTC
advertisements more than any other43 .
With the possibility of DTCA starting in Europe, The UK Consumers Association
conducted a survey of 1818 adults on the question of pharmaceutical industry
advertising in June 200244 . The results showed:
•
•
•
•
•
•

81% of people believe that drug companies will spend most money on
advertising the medicines that give them most profit.
62% of people believe that drug company advertising would not give people
information about possible side effects.
59% of people believe that drug company advertising would try and convince
people that they have illnesses they do not really have.
60% of people believe that advertising of prescription-only medicines would
raise awareness of illnesses that people might not otherwise realise they had.
53% of people believe that patients would seek treatment more quickly if they
had seen an advert for a prescription-only medicine.
25% of people believe that drug company advertising would provide unbiased
and comprehensive information about treatments, including non-drug
treatments and competing brands

This study has been repeated in New Zealand recently using the Colmar Brunton
Omnibus telephone survey. The response from consumers was very similar (Appendix
2).
There are a number of surveys funded by organisations supportive of DTCA. These
are summarised by Calfee37 45 who concludes that consumers like seeing the
advertisements. As they are sceptical of advertising in general he believes that DTCA
is beneficial overall. A recent National Consumers League consumer survey in the US
again found consumers generally positive about DTCA yet distrustful of the ir content
and purpose21 .
Even proponents of DTCA acknowledge that consumers mistrust advertising3 .
Calfee, a strong supporter of DTCA, in his paper states that "roughly 70% of
consumers mistrust advertising claims in general." and that "Consumers, of course,
assume that information in ads is biased in favour of the advertiser"37 . While
consumers have a background level of (healthy) scepticism about DTCA in general,
evidence also indicates that they believe individual advertisements. Canadian
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consumer surveys showed similar results with just over 20% of respondents believing
medicine advertisements on television to be either accurate or 'fairly accurate'18 . Like
the British and New Zealanders, Canadians also indicated that health professionals
were the information sources on health and medicines that they found most useful,
with advertisements on television indicated as useful by less than 1%18 . A study by
the Kaiser Family Foundation found that people are much more likely to judge the
information in an advertisement as reliable immediately after seeing it46 . This finding
seemed to be related to the act of viewing, as it was similar among viewers
randomised to one of three different advertisements – it didn’t matter what
participants saw, they trusted it more if they had just seen it. A recent US survey
found that 48% of people believed government regulations allowed only the safest
prescription medicines to be advertised on US TV19 . Some surveys indicate
consumers believe advertisements have been scrutinised or endorsed in some way by
the government 18 47 . This suggests both a false belief in regulatory protection, and
inadequate communication of serious product risks to viewers. This is likely to
increase the credibility of prescription drug advertisements over other forms of
advertising.
There remains a danger that consumers will unknowingly be influenced by
advertisements that are unbalanced with overstatement of efficacy and understatement
of risk - an ongoing concern both in New Zealand and the US 9 .
Any attempt to restrict the pharmaceutical industry access to patients is met with
charges of paternalism to which the medical profession is particularly sensitive. The
industry argues that the nature of the doctor-patient relationship is changing, with
medical dominance giving way to partnership and patient empowerment, and that
advertising empowers consumers. They argue that the medical profession has
difficulty in accepting this changing role and, rather than opposing DTCA, should
“develop appropriate relationship management skills”48 . It is true that the doctorpatient relationship is evolving and that this is a sensitive process. However, this
relationship should not include an accommodation of the commercial imperative of
the pharmaceutical industry. Informed choice of treatment (including medication)
takes place in a therapeutic partnership between patient and the prescriber and must be
built upon a base of unbiased, accurate, comprehensive and up-to-date information on
all treatment choices including the full range of available treatments, both drug and
non-drug. Advertising cannot provide this type of information. While there is
evidence that consumers are seeking a partnership model of health care, there is no
evidence that consumers see DTCA as part of that model.
Patients do indeed have a right to access high quality information on health and
medicines. Information about treatments should ideally be independent - 'the kind of
balanced information people need cannot by definition be provided by advertising'
(Prof. Angela Coulter. Chief Executive Picker Institute Europe, UK and member G10
Medicines Group)49 . Where DTCA is banned, this is a legal restriction on
manufacturers ’ right to promote sales of prescription-only products in certain ways;
it is not a legal restriction on public information rights. The public maintains the
legal right to obtain information about medicines, including the right of access to nonpromotional information from all available information sources.
Pharmaceutical companies claim that as DTC advertising is already freely accessible
on the Internet, there is little argument against making it available via other media.
Internet availability certainly does not legitimise information, and the flaws in this
argument can readily be seen when it is applied to other forms of material currently
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available on the web. Consumers must actively seek access to medical information on
the Internet. When it is provided on television they have little choice but to watch,
although interestingly in one study drug advertisements were the ones which most
prompted the use of the mute button43 . The Internet requires an active search for
information. DTCA in print or television advertisements is passive exposure designed
to generate demand. Internet searches present the inquirer with multiple sources of
information in response to the query; DTCA typically fails to present any alternative
options. Consumers have a different view of the trustworthiness of information
supplied in TV advertisements. The NZ experience is similar. Here the focus of
DTCA has been on promoting medicines as being better than existing options.
“PHARMAC staff report receiving many calls from patients asking why Celebrex®
(celecoxib) (a COX 2 inhibitor anti inflammatory similar to Vioxx® (rofecoxib) both
used for the treatment of arthritis) is not funded, stating that they have seen it on TV
therefore it must be better.”50
Consumers need reliable independent information sources
The idea of shared, informed health care choices is important and reflects the
changing nature of medical care. However, it must be built on a base of independent,
accurate, comprehensive and up-to-date information on all treatment options, both
drug and non-drug. It is unlikely brand advertising can ever provide the type of
balanced comparative information that international professional and consumer
organisations are looking for. Consumer organisations agree that medicines
information should not be provided by pharmaceutical company advertising 51 52 .
New Zealand Bill of Rights Act 1990 (NZBOR)
During the consultation round in 2000 the question was raised as to whether a ban on
DTCA of prescription medicines would be consistent with the NZBOR Act, in
particular section 14, which provides that:
s 14. Freedom of Expression – everyone has the right to freedom of expression
including the freedom to seek, receive, and impart information and opinions of any
kind in any form.
It has been argued this includes the right to advertise medicines to the public and a
ban is inconsistent with that right. However Section 5 of the Act states that rights
affirmed by NZBORA can be subject to “such reasonable limits prescribed by law as
can be demonstrably justified in a free and democratic society”.
The Court of Appeal in Moonen53 established the test as to whether a limit on a
freedom can be justified.
Moonen sets out a three-point test, which can be applied here, to determine whether a
ban on DTCA would breach the NZBOR. The test is as follows:
1.

The means used to achieve the objective must have a rational connection
with the objective.

The question is whether there is a link between DTCA and the inappropriate use of
prescription medicines such that public health and safety is endangered.
There is clear evidence that DTCA increases the rate of use of new drugs. Knowledge
of less common or longer-term risks is necessarily limited when drugs are new. There
is evidence that some DTC-advertised drugs have been the subjects of warnings of
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significant new hazards discovered post approval, including potentially fatal adverse
events54-59. There are also examples where pharmaceutical companies have continued
to advertise those drugs even after major adverse events have been described (see
Rezulin® case study).
The evidence summarised in this document demonstrates a clear link between DTCA
and a negative effect on public health and safety. It can therefore be strongly argued
that removing the cause of this negative effect through a ban on DTCA would lead to
an increase in public health and safety.
There is therefore a rational connection between the limiting measure (a ban on
DTCA) and the objective (increasing public health and safety) and the test is satisfied.
2.

Proportionality – i.e. a sledgehammer should not be used to crack a nut.

The question is whether the right to commercial free speech, in respect of prescription
medicines, outweighs negative effects on public health and safety.
The evidence summarised in this document argues strongly in favour of a ban on
DTCA of prescription medicines being a proportional response to the negative effects
on public health and safety. Alternatives to a ban such as industry self-regulation and
central regulation are not working and have failed to mitigate these negative effects.
The European Union, Australia and South Africa have recently reviewed their
positions on DTCA and concluded that a ban is the most appropriate means for
limiting the negative effects. The WHO has described DTCA of prescription-only
medicines as unethical 60 .
Given the serious nature of the negative effects, the failure of the alternatives and the
international context, it is argued that a ban on DTCA of prescription medicines is a
proportional and appropriate response to the negative impact of DTCA
Under a ban on DTCA of prescription medicines, over-the-counter medicines may
still be advertised to the public, and prescription-only drugs may be advertised to
health professionals. A ban on DTCA of prescription-only medicines is a partial
restriction on rights to commercial expression that is consistent with existing
restrictions on sales.
3.

In achieving the objective there must be as little interference as possible
with the right or freedom affected and the limitation must be justifiable in
light of the objective.

A ban on DTCA does trespass on the right to freedom of expression. The question is
whether any lesser interference would still achieve the objective.
Freedom of expression is rarely an absolute right and the history of Public Health has
generally required a balance of public good and private interest. Examples include
early debates over water quality, immunisation, tobacco and seatbelt legislation.
As discussed previously the alternatives such as strict central regulation and industry
self-regulation have been tried and have failed to address the negative effects of
DTCA. In this case interference with the right to the freedom of expression is
unavoidable but is justified in light of the evidence.
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In summary, Section 5 of the NZBORA states that rights affirmed by NZBORA can
be subject to “such reasonable limits prescribed by law as can be demonstrably
justified in a free and democratic society”. The Court of Appeal in Moonen53 has set
out the test as to whether a limit on freedom can be justified. Under this test a ban on
DTCA of prescription medicines can be justified based on an examination of all the
evidence and represents a solution that best reflects a balancing of the values
involved.

ECONOMIC IMPLICATIONS OF DTCA OF PRESCRIPTION
MEDICINES
DTCA is not fiscally neutral. It is not a matter of one medicine gaining market share
at the expense of another. DTCA threatens the equitable allocation of the health
budget. Increasing expenditure in one area leads to a reduction in money available for
services and treatments in other areas. DTCA significantly increases demand for a
small range of more expensive medicines, which do not necessarily offer advantages
over other available treatments. This is demand based on market forces rather than
need. When resources are finite this creates inequity by limiting the resources
available for other treatments and procedures. In this way there is potential for DTCA
to affect the public’s right to medical treatment in the public health sector. The
pharmaceutical industry is unique. The editor of the New England Journal of
Medicine wrote in 2000 "The pharmaceutical industry is extraordinarily privileged.
An industry so important to the public health and so heavily subsidised and protected
by the government has social responsibilities that should not be overshadowed by its
drive for profits." 61
DTCA has a negative effect on health funding and may lead to distortion in resource
allocation in a number of ways
1. Increasing the proportion of the health budget spent on pharmaceuticals by
promoting pharmaceutical solutions over other available options.
2. Increasing expenditure within pharmaceutical budgets by promoting newer more
expensive medicines that have little if any evidence of corresponding increase in
positive health outcome over existing cheaper alternatives.
3. In February 2002 the Centre for Health Services and Policy Research at the
University of British Columbia, Canada carried out a review of the literature on
DTCA from January 1980 to August 2001. The authors of this review concluded
that there is evidence that DTCA affects consumer behaviours and prescribing,
and evidence of an association between advertised products and increased costs,
while also concluding “No reliable evidence exists to support hypotheses of
potential health benefits or to exclude potential harm. In nearly 20 years since the
first print DTCA campaign in the U.S, no reliable research evidence had been
found to back industry claims that earlier drug use stimulated by DTCA reduced
serious disease or hospitalization rates, that extra physician visits stimulated by
DTCA led to more rather than less appropriate care, or that DTCA stimulated
more appropriate use of medicines by patients. In fact, most advertised drugs are
no more effective and safer than older, cheaper alternatives." 49 62 .
4. Generating direct and indirect consultation costs. Consultations generated by
DTCA result in costs to the health budget for Community Service and High Use
Health Cardholders. Consultations also generate costs for the patient, both as the
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direct cost of consultation fees and unsubsidised or partially subsidised
prescriptions as well as the indirect opportunity costs of time off work to see their
GP.
Pharmaceutical expenditure accounts for an increasing proportion of health care
expenditure in most countries. In the US $1.1trillion is spent on health care, and 8%
of this on medicines. Drug costs are growing at the rate of 15-20% per year, faster
than any other health care expenditure63 . DTCA is a major driver of this trend. The
National Institute for Health Care Management in the United States, September 2000,
found that DTCA medicines are the fastest selling medicines and contributed to a 19%
increase in pharmaceutical spending in 199947 .
It is argued that the economic benefits of a patient coming forward for treatment could
offset the relatively small wastage factor caused by unnecessary consultation or overprescribing. There appear to be no published studies showing reduced mortality and /
or morbidity that indicate that this is so. It is unlikely that there would be any
beneficial effect seen as a result of medicines that are often simply more expensive
versions of those currently available. It is also argued that DTCA results in patients
presenting to the doctor earlier or with previously undiagnosed illness. This is called
'case finding'. Case finding strategies should be evidence based and create complex
issues in primary care. Even well designed independent case finding strategies and
targets for cardiovascular disease, a prevalent, important and costly condition, are
controversial40 . While there is evidence that DTCA prompts patient visits there is no
evidence that it improves health outcomes by improving compliance or through early
detection of disease. In the authors’ New Zealand GP survey only 16% of respondents
felt that DTC helped their patients get necessary medical care at an earlier stage, and
less than 25% felt there was any degree of health gain from DTCA generated
consultations (appendix 3).
If DTCA regularly resulted in appropriate prescriptions for new and necessary
medications, it would presumably be cost effective. Unfortunately, there is no
evidence that this is the case. Morgan from the University of British Columbia in
Canada carried out an economic analysis on the potential impact of DTCA using
different models. He considered the potential impact of advertising of different
categories of medicines. Of the different models, he found truly pioneering products
offer the best chance that advertising may hold some benefits for patients by reducing
costs whilst also being profitable for the manufacturer. However, very few advertised
products fall into this category. According to the Canadian Patent Medicines Review
Board between 1996 and 2000 only 6% of new medicines in Canada were judged to
represent ‘breakthrough /substantial improvement over existing therapy’ 64 . Most
advertised medicines are competitors in established therapeutic classes. New
medicines rarely represent a significant advance in treatment. The Flixotide®
(fluticasone) campaign detailed in the case study below provides a striking local
example of what appears to be a commercially driven decision promoted through
extensive DTCA which resulted in thousands of New Zealanders switching from a
well established steroid inhaler to a more expensive one. At the time, Flixotide® was
70% more expensive than beclomethasone for equipotent doses in the usual adult
range65 .
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